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TDA FAILS TO PROTECT PUBLIC FROM THE DANGERS OF NEW DRUGS, HOUSE REPORT CONCLUDES

Washington, D.C. -- The Food and Drug Administration is not protecting the pub!
from +he dangers of new drugs, according to a Govermment Operations Committee repor:
released today entitled "?DA s Regulation of Zomax." Last month the Committee
detailed several def1c1enc1es in FDA's regulation of Craflex, anotne* new drug.

The reports were prepared by the Intergovernmental Relaticns and Human Resourc:
Subcommittee, chaired by Rep. Ted Weiss (D-N.Y.), and issued by the House Committeé

on Government Cperations, chaired by Jack Brooks (D-Tex.). Chairman Weiss saicd:

"Our examination of FDA's regulation of Oraflex and Zomax raises serious
questions about FDA's ability and willingness to protect the public from the
serious and sometimes fatal side effects of new drugs.”

A pain reliever,. Zomax was withdrawn from the market on Ma_en 4, l 83,.by its

manufacturer, McNeil Pharmaceutical, a susSLdlary of Jonhnson and Jonnson, beczuse c

1=

a large number of serious allergic/anaphylactoid reactions, incluéing deaths,

associated with its use. Anaphylactoid reactions generally invelve rapid ense_
(within 20 minutes of taking the drug) of rash, itching, swelling, lowered blcod
pressure, breathing diffieulty, and sometimes cardiovascular collapse endvlcss of
consciousness. FDA has received apgioximately 2,200 reports of Zomax-associated
allergic/anaphylactoid reactions, 503 of which it has classified as life-threateni:

and now believes it has sufficient information to attribute 14 or 15 reported deat!

to such reactions.

Chairman Weiss stated:

"In light of the information available to FDA, it is disturbing that FDA
permitted Zomax to be marketed in 1980. It is equally disturbing that FDA is
considering whether to permit the drug's return to the market without the

scientific evidence it had determined would be needed to supoort Zomax's
remarketlng.

—_— . =

FDA SClentlStS found tnat Zomax caused tumors in animals at extremely low dos

{substantially below those lntended for humans) and concluded that the drug posed

cancer risk to humans. FDA nevertheless ~approved Zomax for marketlng wlthout

" e

reculrlng evidence that its palnkllllng beneflts outwelghed its carc1nogen1c v':Lsk.
Chariman Weiss said:

"At a time when we are spending vast amounts of public funds in a natior
effort to detect and control cancer-causing agents, it is distressing that FI

is not minimizing the public's unnecessary exposure to substances with cance:
causing potential.”

The report also found that FDA referred the question of whether Zomax should



rezarketed to its Arthritis Advisory Committee without £irst obtaining the scientific
evidence the agency determined was needed to support the drug's remarketing. In view
of Zamax's higher risks, FDA had testified during the subcommittee's hearings in
April that it would not permit Zomax to be remarketed unless studies showed that
there was a patient population for whom Zomax was better than other drugs in its
class. Yet, in August, FDA asked the advisory committee to aecide'whether to
recazmend that drug's remarketing even though the agency had received no evidence
proving the existance of such a patient pecpulation. In fact, one FDA official had

urged the advisory committee to recommend remarketing without such evidence. "In

seeking an adv1sory committee recommendation on the Zomax remarketlng lssae,
Chairman WELSS said, "FDA totally sregarded lts.sworn testlmony before the
subccmmletee. : !“ o o A . : - T

The report also found that FDA's 1onltor1ng and analysis of adverse reactions

reported for new drugs were deficient. Because the agency has not been ‘adequately
processing incoming reports of such reactions, FDA officials were unaware of the

repor ea and éic
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larse number of serious Zomax anaphylactoid reactions that had been

not realize that Zomax may have had a higher incidence of such rzacti than other

drugs in its class. .-

The committee also found that FDA disregarded important evidence suggesting the

sucden and serious anaphylactcid reaction was not only more frecguent with Zomax, Du:
~ . h

also more unpredicatble. Patients suffering anaphylactoid reactions to Zomax were

much less likely to have similarly reacted to Zomax or similar drugs than patients

experiencing wuch reactions to other drugs in 1ts class. Although the manufacturer

was aware by March 1982 that serious and sudden anaphylaceOLd reaction to Zcmax was
often unpredlqtable, the report found that it never warned phy51c1ans of this dange:

Despite claims by FDA and McNeil that Zomax—associated anaphylactoid reactions
were rare events which only occurred after the drug was approved the committee four
reports of serious and, in one case, llfe-threatenlng anaphylactoid reactlons which

had been reported during the pre-market Zomax cllnlcal trials.
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Members of the subcommittee in addltlon to Chariman Weiss are: John Conyers,.'
Jr. (D—-Mich.), Sander M. -Lavin (D—Mlch ), Buddy MacKay (D-Fla.), Adolphus. Towns o
(D-N.Y.), Ben Erdreich (D-Ala.), Robert S. Walker (R-Pa.), Alfred A. (Al) McCandles
(R-Calif.), and Larry XK. Craig (R—Idaho), Jack Brooks (D-Tex.) and Frank Norton: -
(R-N.Y.) are Ex Officio members. L= s e



.
o
’f A

L
A

Memorandum of Meeting -z i”/g}T;L[f7
May 18, 1987
NDA 18-217
Suprofen
Between

Patrick Seay, M.D., McNeil Pharmaceutical

John Harter, M.D., HFN-130
Sandy Barmes, HFN-150

Dr. Seay came by to deliver two submissions, one submission notifies
FDA that the sales of Suprofen have been suspended and contains a

copy of the letter to physicians and pharmacists notifying them of '
the suspension. The other submission contains a copy of the
presentation which was made by McNeil Pharmaceutical to the European
Communities Committee for Propriety Medicinal Products on MAy 12,

1987.

Dr. Harter suggested that Dr. Seay deliver desk copies of the first
submission to Ken Feather in the Drug advertising and to the Press

Office.

Dr. Harter also indicated weWould probably have a memo for McNeil
later this afternoon.

Sandy Barnes
€S0, HFN-150

ce NDA 18-2
iv. file
- Cobb

HFN-150 SBarmes
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' Yesterday: AQL 35 Temp. range: -~
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PusLic COURTS, PRIVATE JUSTICE

Third of Four Articles

Drug Firmﬁs Strategy: .
Avoid Trial, Ask Secrecy

Records Reveal Story‘ of Zomax Recall

By Benjamin Weiser
and Blsa Walsh

Washimgton Post Staff Writers

I n mid-january 1985, an im-

portant memorandum began

circulating to top officials at
McNeit Pharmaceutical, a major
subsidiary of the Johnson &
Johnson company, the maker of
Band-Aids and Tylenol.

The memo was both a warning
and a reminder of a difficult pe-
riod in McNeil's history. Nearly
two vears earlier, on March 4,
1983, McNeil had withdrawn its
prescription painkiller Zomax
after only 28 months on the mar-
ket. The decision came after re-
ports of hundreds of severe al-
lergic reactions to the drug, a
top seller. After the recall, the
company faced nearly 600 law-
suits, many alleging that McNeil
had failed to adequately warn the
medical  community about
Zomax's risks—an allegation the
company has strongly disputed
in court.

The Jan. 14, 1985, memo,
written by McNeil legal aide
Herman Lutz, listed 18 lawsuits
that “presented McNeil with the
most exposure or had sensitive
problems.” Many of the cases
involved patients who had taken
Zomax during periods when the
company had decided to issue
stronger warnings, but had not
yet done so. The memo, sent to
company President Jack O’Brien,
also noted other factors. includ-
ing the potential testimony of

several witnesses that might
prove worrisome.

To defend itself agaipst these
lawsuits and dozens of others
that McNeil's lawyers regarded
as serious, the company adopted
a strategy that it has pursued
vigorously during five years of
Zomax litigation in 43 states.

It has used court secrecy pro-
cedures—called protective or-
ders—to prevent the disclosure
of information that McNeil
turned over during the course of
the lawsuits. It has taken only
three cases to trial, choosing
instead to settle cases outside
the courtroom without admitting
any liability. As part of these
settlements, it has obtained con-
fidentiality agreements that pro-
hibit opposing lawvers and their

" clients from revealing what they

have learned about Zomax.

What McNeil's attorneys con-
sistently have managed to keep
out of the courtroom are docu-
ments and testimony that might
have provoked a public debate
about whether McNeil withheld
information from the medical
community about the risks of
Zomax. The U.S. Food and Drug
Administration  concluded in
1985 that the drug was probably
a factor in 14 deaths and 403
life-threatening allergic reac-
tions. The material also did not
reach congressional investiga-
tors who, a month after the re-
call, held two days of hearings

See COURTS, A12, Col. 1
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ination of secrecy in the civil courts, has”~

struggled to’ understand why the drug—

: lee‘-threatenmg reactions in some patients.

Accordmg to the documents, there were
indications during premarketing’ testing
that Zomax might cause-a Severe-allergic
redction known as anaphylaxis, which can
leafl to seizures and respiratory failure.
MgNeil said the resuits were not conclusive
enough to include in Zomax’'s package in-
set—the primary way that. a company
walms prescribing doctors of harmful side
effécts.

c? warning about anaphylaxis was first
included nine months after the drug went
on ithe market, following several reports of
andphylactic reactions, but one internal
memorandum to McNeil’s president crit-
icized the company for not acting sooner.
“We resisted too much and waited too long,”
wrote Patrick Seay, McNeil's longtime head
of regulatory affairs in a Sept. 8, 1984, cri-
tigjie of the company’s overall performance
in marketing drugs.

Another internal document is a Feb. 26,
1982, memo sent to the company's sales
force immediately after a case of anaphy-
lactic shock was reported in the Journal of
th¢ American Medical Association. The
memo said, “This information is being sent
to 4you so you will be fully prepared to re-
spend to a physician or pharmacist who ini-
tiaes discussion on the article. You should
not bring up the subject.”

SIX weeks later, other documents show,
the company launched a high-pressure sales
campaign shortly after McNeil had sent out
a special warning letter to 200,000 physi-
cians. As the letter was being drafted, a
M¢Neil researcher gathered data that sug-

gested Zomax might be riskier for some

. pahents than previously bélieved.

Loncerns within McNeil climaxed in a se-
ries of tense weekend meetings on Feb. 5
angl 6, 1983, at the firm’s headquarters m
Spnng House, Pa. Three of the company’s

Jour top doctors told McNeil's president they

.\.:‘ .

nojlonger had confidence in the drug’s safety,
actording to one of the doctors, James A.

;'Dqle The company considered various op-
tigns,. including a recall, before decxdmg in-

stead to strengthen its package warning.
As the new warning was being prepared,
two people died of anaphylactic reactions

‘_ alkegedly related to Zomax use, and the

: S?;rpany took the drug off the market.
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€y were avoidable deaths,”

Dale, then
MctNeil's associate

medical director and
in private practice, said in an interview.

po = -

'WashingtonPost. ‘as patt ogiengthy

rcvjewed much of this still-confidential ma-~
: It. prov1des an ‘inside  look: at how_
il tested ,and marketed Zomax, then’

_ -which was Yeing taken safely by-millions of |
. pedple—also_was causing . unpredicted and

5{+uments in publicly filed: hgafb efs it Miamiy
tt!ement:s 1

mnd tle. As part of the
‘)udges it both casés o?dered the entxre

ﬁle be sealed from publxc view, e

*.During four hours of mtervxews and in 22
pages of written Tesponses  to -questions
submitted in advance, officials at -McNeil
. and its parent company, Johnson & Johnson,
strongly defended both their: legal strategy
and their handling of Zomax. =~ ™

“The -strategy was to- drspose of the:

Zomax cases as expeditiously-and as cheap-
ly as possiole,” said Roger Fine, associate

" generat counsel. of Johnson &—Jjehnson,
which handles the legal work for all the
company's subsidiaries, - "

According to Fine, secrecy orders were

necessary to guard the company’s chemical

to prevent others from using dotuments to
suggest unfairly that McNeil did not care
about the safety of its products. The company
settled cases, he said, for a variety of reasons,
not just concern over documents and testimo-
ny.

James E. Burke, chairman of Johnson &
Johnson, said in an interview that he was
proud of the company’s handling of Zomax
and rejected any suggestion that the company
should have withdrawn the drug immediately

after the Feb. 5 and 6 meetings. Once the -

company decided to recall the drug, he said, ]
think we did a good thing—! don't see how
you could do it any faster.”

Dr. Patricia Stewart, McNeil's head of
medical research, said her staff carefully
monitored adverse reactions to Zomax for
the entire time that it was on the market.
McNeil officials said the company’s decision
to issue a stronger warning after the Feb. 6
meeting was a prudent course of action giv-
en what was known at the time.

Lawrence G. Foster, Johnson & Johnson's
vice president for public relations, said, “As
we demonstrated in response to the Tylenol
poisonings and again in the way we managed
Zomax, our first responsibility under our cre-
do is to our customers. Anybody who man-
ages a business for the long term, as we do,
knows that putting the customer first is the
only way to increase sales.”

Foster said that nearly 15 million patients
used Zomax without incident, and that the
recall of Zomax was not an admission that the
.drug was unsafe for everyone. “Decisions
regarding Zomax labeling had to be made
based on fragmentary information about pos-
sible adverse reactions experienced by a
small number of patients out of the millions
who actually used the medication,” he said.
“This is hardly an exact science .... And
warning of every conjectural side effect, no
matter how thin the evidence, results in a
label so expansive and indiscriminate that it
in effect warns of nothing . . ..~

The company revised its warning labels
whenever it had enough information to war-
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The information ‘in this articlé’is "drawn
from internal McNeil records made~avail-
able by sources, and from interviews with
present-and former McNeil employees, law-
yers who have sued McNeil and officials at
McNeil and Johnson & Johnson.

McNeil's attorneys agreed to discuss
some aspects of their legal strategy and tc
comment on internal documents that The
Post had obtained elsewhere. They declined
to disclose settlement amounts or to re
lease internal records. . ..

A handful of plaintiffs” attomeys agreec
to a limited discussion of their impressions
of McNeil’s legal strategy. A few other law-
yers consented to interviews on the condi-
tion that they not be identified by name.
Most plaintiffs’ attorneys, however, de-
clined to make any comment, -saying they
feared it might be construed as a violatior
of court-imposed protective orders or a
breach of the confidentiality agreements
they have signed with McNeil.

Some of the plaintiffs’ attorneys, while
acknowledging that they agreed tc
McNeil's requests for secrecy, took issue
with the company’s statements about its
need for confidentiality.

Allan Kanner, a lawyer in Philadelphia
who has represented several clients in
Zomax settlements, said, “What they are
trying to do is not be accountable to the
vast majority of the public for what they’'ve
done . ... They paid my clients a ton of
money for me to shut up.”

Maryland lawyer Steven Nemeroff who
settled a Zomax lawsuit in Baltimore, said
generally of lawsuits involving drugs, “The
problem is that they have a gun to your
head. The client is coricerned about being
compensated in full. The lawyer must abide
by the concerns and wishes of his client . ..
not the fact that [information will remain
secret orj other victims may be injured.”

For some of Zomax’s alleged victims and
their families, the legal process left them
ambivalent. They agreed to financial set:
tlements—in which the company admitt

VIEWPOINTS
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Drug Label Warnings at Issue m Suits

COURTS, From Al

that centered on the FDA’s role in reguiat-
ing Zomax, and not the company’s internal
procedures.

McNeil officials, pointing out that drugs
are inherently unsafe, said in interviews
that they promptly alerted doctors or the
FDA whenever they had solid data about
Zomax's risks. They sought broad secrecy
orders, they said, to prevent disclosure of
trade secrets that would be valuable to
competitors and because some documents

. might be misinterpreted. “McNeil's only
pratection is secrecy,” the company has said
in gourt papers. _

The Washington Post, as part of a lengthy
examination of secrecy in the cwvil courts, has
reviewed much of this still-confidential ma-
terial. It provides an ‘inside look at how
MaNeil tested and marketed Zomax, then
struggled to understand why the drug—
which was being taken safely by miilions of
nedole—also was causing unpredicted and

“They were avoidable side effects . ... I
.. We met and had the oppor-

felt guilty . .
.. We could have

tunity to take action ..
done something sooner.”

Dale has never testified in any Zomax law-
suit. In seversl instances where his testimony
has been sought, McNeil has settled before
he could appear for a deposition, sworn pre-
trial testimony that is taken outside the
courtroom. Information about the Feb. 5 and
6 meetings has never become public.

McNeil also moved quickly to settle two
cases in which opposing lawyers had unex-
pectedly referred to sensitive McNeil doc-
uments in publicly filed legal briefs in Miami
and Seattle. As part of those settlements,
judges in both cases ordered that the entire
file be sealed from public view.

During four hours of interviews and in 22
pages of written responses to questions
submitted in advance, officials at McNeil
and its parent company, Johnson & Johnson,
strongly defended both their legal strategy
and thetr handiing of Zomax.

S DR tn disnnse of the

- arac

rant it. he said. “This is the simple truth—
and no amount of second-guessing of
McNeil's and FDA’s judgments . .. can ne-
gate it.”

Responding to Seay's criticism that

_McNeil had not issued a warning about ana-

phylaxis soon enough, Foster said the com-
pany’s decision was reasonable at the time.

The adequacy of McNeil's warnings i
the central issue in the Zomax lawsuits. The
courts have long recognized that prescrip
tion drugs are inherently unsafe, that wha
is enormously beneficial for some peopl:
may not be for others. Federal law has re
solved that medical dilemma by requirin:
drug companies to assess a drug’s risks, a
well as its benefits, and issue full and accu
rate warnings about possible adverse sid
effects. If a company complies, the court
have ruled, it usually cannot be held habl
for an adverse reaction.

Seay, in his 22-page internal critique wni
ten 18 months after Zomax Wwas recalle:
voiced his belief that the company had faile
at times. to meet its own high standards. "W
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.| - McNeil marketing strategy memo, left, has a military motif. The
of a lawsuit, bears a “confidential” stamp.
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no fault—and found themselves with impor-
tant unanswered questions.

Carol Sawyer, whose lawsuit alleged that
her 42-year-old husband Michael died of
anaphylaxis after taking Zomax, said she
settled the case without knowing of the .
Feb. 6 meeting at which Dale said he and
two other McNeil doctors had declared
their lack of confidence in Zomax’s safety.

Michael Sawyer was one of two people to
die of anaphylactic reactions allegedly
caused by Zomax in the four-week period
between that meeting and Zomax's recall.
“That’s very upsetting to know, that [his
death] might have been prevented,” she
said. “I just can't believe [McNeil] would
take a chance and wait and see.”

Devra L. Davis, a Washington toxicologist
who settled with McNeil after suffering a
near-fatal anaphylactic reaction, said she be-
lieves court secrecy impairs “free scientific
inquiry and the right of the public to know
specific information about drugs it consumes.”

If independent scientists could make a thor-
ough study of what happened with Zomax,
Davis said, they might be able to learn lessons
that would help others in the future.

McNeil's attorneys dispute these char-
acterizations, saying that the civil courts
are primarily intended to be a place to re-
solve private disputes—and, therefore, not
the proper forum for a public debate on
McNeil’s performance. “We don’t really
have anything-to hide in this thing,” said
David F. Dobbins, of Patterson, Belknap,
Webb & Tyler, the New York law firm that
has represented McNeil in court through-
-out the Zomax litigation. " .

'Code Name: Operation 11

anaphylactoid/anaphylactic
wrate.

McNeil’§ Foster said, “With hinds
one can debate whether the label st
have been changed a month or two ear

reactions,”

.but not earlier than that.

Another memo shows McNeil's gro
concern as anaphylactic reactions esca
through 1981 and into 1982, “Zomax .
gic reactions are continuing to be rep
at a relatively high rate and need close
veillance,” wrote Dr. Stewart, Mc!
medical research chief, on Feb. 18, 19

A month later, the company learn
the first fatal anaphylactic reaction in
tient who had taken Zomax. Because tf
tient was allergic to aspirin and shoui
have been given a prescription for Z
the company decided to issue a s
“Dear Doctor” letter to the medical
munity to call attention to the aspirin -
ing already in the package insert.

As the Dear Doctor letter was
drafted with the aid of FDA official:
company undertook a study of the 1’
lergic and anaphylactic reactions tha
been recorded since Zomax was introc
The results surprised some membe
McNeil’s medical staff.

Of the 84 reactions that clearly r
bled anaphylaxis, most of the patient
no known allergy to aspirin, accordin:
March 31, 1982, memo from reses
Thomas Teal to McNeil president Q"
Instead, the study found a pattern o
phylactic ‘reactions’ in patients who
Zomax intermitténtly—starting, sto
starting again. [t tiade no conclusions
these statistics. .

Intermittent users were Zomax's [:



€ “ab e by -Sotircés, and: fromi’ interviews' with'

infdrmiation i S St cle e o
Trom™ntérnal McNeil recomls made” avail.

‘present-and former McNeil employees, Jaw- In largc,a part, the information contained

yers who have sued McNeil and officials at | i McNeyl's internal records and in still-con-

McNeil and Johnson & Johnson, . " fidential depositions shows a side of the

. |7 McNeil’s attorneys - agreed' to discuss |- drug industry that the public rarely sees:

‘| Some aspects of their legal strategy and to | the inevitable tension between the medical
I comment on internal documents that The |- Staff ‘";‘d thz malrkgnn%_divgzgi, the S°d;"e’
Post had ohtained elsewhere. They declined | times flawe ite a“°'};‘t P thzel'r“xDiA pha
to disclose settlement amounts or to re- [ -€Ompany and its regulators : ’
lease internal recordy O .-z .| the high-pressure sales tacsilcs iisid to pro-
| A handful of plaintiffs’ attorneys agreed T%tvia d‘}’g to dovggzriangovgzp];grs.saie in
‘to a limited discussion of their impressions Octob(:; 19£ﬂcheil ?:gﬂe d the painkiller
of McNeil's legaistrategy-A few other law- a breakthrougi"ilas strong as a nar?:otic but
Jers consented to interviews on the condi- | . dicti Til d g X diat
tion that they not he identified by name, | Mot ad lcnv‘i' ne lnllgpewainin oifmtr:: :;:
) A - | success, capturing . rc  th
gg?:d féa;ﬁgﬁt‘ a:;t(;g;:g] Sénthosz(;./:;’ t};jeey Prescription anaigesic market within four
o ’ 2t months, according to McNeil records,
o e e et | Mt
N X ati that doctors should not prescribe the drug
| breach of the dcor.'ft‘]di;tﬁh.ty agre:e_mgvnt__s" for patients with allergies to aspirin or sim-
' thgy h‘:"z?‘ﬁ’: p‘?:itntilffsc’ :txt;)rneys while | llar medication, but it made no mention of
om , :

acknowledging that - they —agreed *to | 2MaPhylactic reactions.
McNeil’s requests for secrecy, took issue
with the company’s statements ‘about its
need for confidentiality,
‘llan Kanner, a3 lawyer in, Philadelphia . |
has represented several clients in
Zomax settlements, said, “What they are | poon reported.”
trying to do IS not be accountable to the ay, in his internal critique, suggested
vast majority of the public for what they've | = the package insert should have been
done .. .. They paid my clients a ton of revised sooner. He faulted the company for
money for me to shut up.” allowing its marketing division to gain “a
Maryland lawyer Steven Nemeroff, who Breater role in the content and changes of

iettled a Zomax lawsuit in Baltimore, said the. package insert,” an area traditionally
renerally of lawsuijts involving drugs, “The left to the medical side.

roblem is that they have z gun to your Pointing out that severs] severe allergic
ead. The chgnt IS concerned about being reactions occurred in 1978 dun'ng the pre-
ompensated in full. The lawyer must abide marketing testing of Zomax, Seay said an ar-

vised its package insert to include a state-
ment that “anaphylactoid reactions have

y the concerns anq wishes of his client . * | gument could be made that the company
ot the fact that_ [information will remain should have interpreted them as anaphylac-
icret or} other VICtims may be injured.” tic—an argument the company rejects. Seay

For some of Zomax's alleged victj also cited reports of anaphylatic reactions to
i ili another McNeil drug, Tolectin. “We knew the
chemical relationship of Zomax to Tolectin
and we kpew that Tolectin produced

Intermittent users were Zomax's Iérg
market, about 75 Percent. They t4-

- Zomax like aspirin, whenever necessa
they were at. risk, that might réequire

broad warning, +

ter, specifically citing risks for intermittet
users who had no previoys problems wigsn
Zomax. In the final draft, however, th)
word “intermittent” was dropped ang the;
warning shortened to a single sentence:-
“Hypersensitivity upon re-exposure or ex--
tended use cannot be ryled out.” ;

In recent Interviews, McNeil and Johnson -
& Johnson officials stood by the letter's final

termittent use was stil] an “unproven risk fac- i

tor.”
On April 9, the less explicit version was
mailed to 200,000 prescribing doctors.

}
i

t

ven days later, internal documents .
show, McNeil instructed its sales force to

undertake 3 major new marketing cam-
paign. An April 16 Mailgram saig, “We're
calling it ‘Operation One-Eleven.’ Now, if
that sounds like war, well, in our world of
selling that's what it s »

It was being called Operation 111, the
Mailgram said, because McNejl hoped to
garner $111 million in annual sales for
Zomax and its sister drug, Tolectin. To do
so, the Mailgram instructed the sales force
to concentrate exclusively for 10 weeks on
those two drugs

During the duration of the sales cam-
paign, McNeil sent memo after memo to jts

the Operation 111 insignia: crossed rifles,
The sales reéps received new stationery,

See COURTS, Al3, Col._ 1

been prevented.”

her husbang, Michael, 42, died of
anaphylaxis after taking Zomax

“That's very upsetting to know, that
[her husband's death| might have

— Carol Sawyer, who sued McNeil after

Court carvar: teae ...




salés force also had been sent copies of the

Dear Doctor letter, whichr'in their view con-

tained the best warning statements that
_ could be written at that time.

R

CRLARE

£ COURTS, From A12

sdorned with: pictures of a tank, a cannon
ahd a fighter plane, -~ .gzer e . could be writlen:
+ApRl 22 Themo 10 the. adles force, i w1 LR =
tled ;ggeranoﬁ‘jm War Bulletin} warned. . The Demise pf Zomax |

ot a tompeting drug firm’s. plans {o-iatres i~ The' internal documents also contain re-
duceditsiown painkiller. [t began: =~ 58" Japjing insights into McNeil's dealings with
~;“Situation: Be advised, the- inyacﬁng the FDA and provide new details about the
forces of Pfizer are currently amassing 00 - company’s decision to recall the drug.

our borders."Intelligence reports that io” By law, drug companies are required to
aggressive actions have taken place thus  forward all reports of adverse reactions to
far, Each day Pfizer delays gives us moreé the FDA. In 1982, documents show, Seay
time to make preemptive strikes. " "informed the FDA that McNeil had inaccu-
»“Misgion: We will fiot only “hold our rately reported the seriousness of several
] 'to’ incfease QUr ’ dverse reactions to Zomax. According to

ground _.but contlnue |

ytrength by ggressivepursuit-of current - an April 21, 1982, internal memo by Seay,
compedtﬁgz? WEGIEAEAC N BT R “ho “was thecompany’s Haison with the

.8 p | FDA, several cases described simply as al-
'ﬁbﬁ' eptesentatives and hospital rep-"~lergic reactions “should have-been desig-
‘vesentatives for strengthing the Zomax'. . . " nated” as the more serious anaphylactic.
flanks has begun . . .. : -~ .= Itis clear fram Seay’s 1984 critique that
~~“Tactical support: »Qur factories have . heconsidered dccurate .réporting to .the
‘enSEonvertad o sproductionzfs 3tq:hesof paramount importance. Not

lmmedxate ‘deployment to all

~—

amples,”direct mall, literature, and journal,..naming “any ‘epecific drugs, he recounted
o A S ey e - QTG McNeil - official's - complaint that the

Operation 111, 1 memo ** “conipany was “reporting too many adverse
Rt ealde “ford: “Yedttiofis™on our drugs.” Responded Seay,

cribers” of Zomax should  "We must report every adverse drug reac-
‘fourﬁnies before - tion that is received by us .... The re-
; ?Vﬁf-:g“h sales repre-  quirements are clear.”
‘8 list of these phy- Seay’s - critique also criticized other
sy < - -

McNeil officials who paid visits to the FDA
commissioner’s office, which Seay said
were seen by the FDA “as a form of pres-
sure” to win favorable decisions. “We are
having some difficulty in maintaining cred-
ible relations with FDA,” he wrote.
Another internal memo criticized Dr.

hesdqiarters, some medical

fers upeet_sbout the sales cam-

g0, belidving -shat [t had probably in- -
: it0 Intermittent users, accord-

Aot KR '

gald Operation 111 was a

.....

cal. sales campaign that had been con-  John Harter, the FDA official in charge of
d. {o. responid - to the introduction of regulating Zomax. Robert Z. Gussin

er's newidrug. They stressed that the

Taiemt 2t 2
2

McNeil’s vice president for scientific af-
Lo ! § o
2 2l

fairs, described Harter_ as someone who
“seenis D3 :
every week, and we would go out-of-our-
minds if we seriously followed up:every
one,” according to his Jan. 25, 1982, memo
to a McNeil folleague.

McNeil officials told The Post that Gus-
sin’s “colorful- choice of words” does not
reflect McNeil policies. They said the com-
pany took all FDA requests seriously.

By early 1983, with Johnson & Johnson
still reeling from the highly publicized Ty-
lenol poisonings in the fall of 1982, a task
force was appointed at McNeil to study the
deaths associated with Zomax use. At a
meeting of McNeil officials, “It was pointed
out , ., . that this is a sensitive issue which
can become the focus of jmmediate atten-
tion,” sccording‘to minutes of the Jan. 21,
1983, meeting. ~ . .

The lesue.came to a head at the Feb. 5

ftetent  cause Celebre |

< £ O rr O N

~rtn = g ey ey

and & m‘m'e.etings. At a Sunday ses-
 sion, ML £ dent O'Brien heard for
"the 0 e R ree of his four highest-

ody Petez, a former sales
representative for McNeil
Pharmaceutical, went to his garage in
June 1984, retrieved some documents
stored there and took them to a law office
in downtown Lubbock, Tex.
He was an important witness in several
lawsuits against McNeil, which had been
... filed by alleged victims of Zomax, a
< prescription painkiller that McNeil pulled

Very appreciative. They usually have td
pry notepads from Lilly rep.”

He treated doctors to college foothall
games and boxing matches, delivereil
pizzas to their offices and took dough!itA
to their surgical suites, He gave sam|)e®
to medical students and medical resil#ftf
for their headaches, hangovers and
menstrual cramps. He flattered nUf##% 2
and receptionists ta gain access {0 (e

oY 3 -DE LA

Qeata .

‘S’é’ttlements Kept Fomer;’f, :

&
3.




if-

fairs, described Harter-as someone who
“seems-to-Have~a-different "cause celebre
every week, and we ‘would go out-of-our.
minds if we seriously followed up every
one,” according to his Jan, 25, 1982, memo
to a McNeil Coileague.

McNeil officials told The Post that Gus-
sin’s “colorful- choice of words” does not
reflect McNeil poiicies. They said the com-
pany took all FDA requests seriously.

By early 1983, with Johnson & Johnson
still reeling from the highly publicized Ty-
lenol poisonings in the fall of 1982, a task
force was appointed at McNeil to study the
deaths associated with Zomax use. At a
meeting of McNeil officials, “It was pointed
out ... that this is a sensitive issue which
can become the focus of immediate atten-
tion,” according to minutes of the Jan. 21,
1983, meeting.

The issue came to a head at the Feb. 5
and 6 weekend meetings. At a Sunday ses-
sion, McNeil president O’Brien heard for

the first time that three of his four highest-

| ‘Johnson & John

nidng Mmedical
Cgmed that they’would P
g for a patient; accordiig ta-Dale
pirtldpate&. His sedsunt
1 by anottier McNenl £mpl

o:'D.lé '.u
“the company thgy
- mediately publjgisq.

“voluntarily Wuhdr
..market was cgp
-state that the m

«that a recall shgylq "

IR chlr Ctl)mpln tl
" package insert 3,
pahre(’i1 M;:Neil ' m’ o ghw:gbdncamprlex;
which patients “known to a
pirin had dled of ppq ith no cdcsh:udet.rgryhe:. o‘:;‘

March 3, a Syraunu’ Y., television station
‘carried a repor! of several nonfatal anaphy-
- lactic reactions iy that city, the first time the
issue had surfacrq in the general media.

The next day, Johnson & Johnson an-
nounced the natlonwide recall. -

Troubling Witnesses .

From the filing of the first lawsuits, after
the wide publicity about the recall, McNeil’s
lawyers divided the cases into two catego-
ries. Many cases were considered frivolous
or involved mild reactions that caused. no
long-term injuries. These were typically
settled for less than $20,000, according to
McNeil,
change of documents or secrecy orders.

The second category were cases deemed

sons, including the severity and timing of the
injury, as well as the company’s desire to pre-

certain witnesses from testifying.

One such witness was Jody Perez, a for-
mer McNeil sales representative in Texas
who had resigned in 1982 because he be-
lieved the sales campaign downplayed
Zomax's risks. Perez is listed as one factor
in some cases on the list of 18 sensitive
cases that circulated inside McNeil in Jan-
uary 1985.

and involved no extensive ex-.
more difficult to defend for a variety of rea-’

vent sensitive documents from emerging or.

N agyen‘u’ﬂ ‘Perez was only,on
r,l “dedision 10 settle, and néve
0. mourlmportant* one.“We looked at tt

l@?dnihe total spectrum .-. . the injuric
' the " jurisdiction, all the thing
ch: 0 Into evaluating a case, and a
tempted b Miegbtlate 4" settlement,” ka
“Roger~Chiistiansén, another ]ohnson
Johnson attorney.

o «,ﬁ-iMcNeil was more concerned about ano.

‘hotes that began mysteriously arrt

@“ﬁng ‘In 1986 at the offices of attorneys suir

“"McNeu The notes urged that they “not !
deflected” from taking depositions of thre
:McNeil - employees—Dale, Seay and*E

*| -ward Lemanowicz, one of Seay’s deputies.

#The depoaitions never took place.

‘One note went to lawyer W. Thom
Smith. He was the attorney for Carol Sar
yer and the children of Michael Sawye
whose death had occurred in the four-we:
interval between the Feb. 6 meeting a
the recall. The Sawyer lawsuit, filed in Bc
ton federal court, was on McNeil's list of -
gensitive cases.

Another note went to Flonda attorn
James Gray,.who was representing Higir
Acosta, 2 41-year-old construction work
who had a severe reaction on the same day
Sawyer,

Both cases were settled soog after Smi
and Gray sought to take the ‘depositior
Under the terma of the settlervents, t
attorneys said they could not discuss t
cases. In the Acosta case, the enti’e file
the Miami federal court has been sealed
accordance with certain confidential a e
ments,” according to an Oct. 2, 1986, or.
by Judge Thomas E. Scott.

McNeil's attorneys said they settlh
these two cases for a variety of reasons ai
not because they feared the testimony
potential witnesses,

Referring to the three men, Fine sai
“They were not the best spokespeople f
the company. It was as simple as that.”

Staff researcher Melissa Mathss contribute.
to this report.
NEXT: A sealed dispute

lﬂ o

Drug Salesman’s Story Under Wraps

In early March, McNeil's head of
medical research, Dr. Patricia Stewart,
flew to Texas to investigate the reactions.
She met with doctors and one of the
people who had an anaphylactic reaction.
On her return to McNeil headquarters in
Spring House, Pa., she wrote a memo to
her superiors, citing Perez for his
“outstanding” performance in helping to
reassure the Lubbock medical community,

Vithout his stabilizing influence the
taatlon there would be much more - .

was a possible side effect for cccasional
users. “The attached letter need not be the
focus of a Zomax presentation,” an April 8
memo said. “However, the issues it raises
should be communicated as part of a
balanced presentation to physicians and
pharmacists . . . . Zomax business is
excellent. We are ahead of our sales
forecast to date. Keep up the good work!”
A few days later, the company sent
another announcement to its sales force

of| s Pers

McNeil officials said in recent
interviews that their sales tactics,
including Operation 111, are typical of the

_industry. “The communications to'the

sales force that are designated ‘Operation
111" represent nothing but an
unexceptional effort to compete in the
marketplace with a resourceful
competitor,” said Lawrence G. Foster,
vice president for public relations at

Johnson & ohnson .
5 "Bsﬁ‘m
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FDA
FCOD AND DRUG ADMINISTRATION
U.S. Deparunent of Heaith and Human Services
Public Health Service 3600 Fishers Lane  Rockville, Maryla

FDA Talk Papers we prepared by the Pres Office to guide FDA personnel in responding with corsistency and accuricy
questors from Ux public on subjers of current ineerest. Talk Papers are subject to change a3 more informadon becarmes
available. Taik Papess are nort intended for genenl dswibution cuside FDA. but 1)l ifoarmation in them 5 publk, and

full s are reiczsable upon request.

T83-11 William Grigg or Chris Smith
March 4, 1983 (301) 443-4177

REACTIONS 70 ZOMAX

/'me:e have teen cases reportad of allergic reacticn to a prescriptian druxc
zamex. The following may be used in answering quasticns:

2crax is a prescripticn drug widely used for severs and/or chrenic pain.
The physicians' labeling includes a warning which says in part, "As with othe:
nansteroidal anti-inflammatory drugs, anaphylactoid reacticns have been
reported.” The warning goes on o descrite the traatment, including the use :
antihistamines, to camter this reacticn.

FDA and the manufacturer, Mceil tharmaceutical, have been working cn a
stroenger warning for the drug. Over the past year and 2 nalf, two deaths hawv
been recorted in aspirin-sensitive perscns ameng the 15 millien perscns who
have been prescribed the drug. Three deaths have been reported in individual
who stocpped and then were re—started cn Zamax; these were anaphylactic shack
cases — similar to the situaticn in which a bee sting sensitizes a persm,
ixmunolcgiéal sensitivity develcps and a secend bee sting produces a violent
reaction. There are also akcut 1000 reports of nen-fatal allergic reacticns,
same qQuite severe.

McNeil Pharmaceuticals decided late today to conduct a market withdrawal
the drug until the labeling can be rewritten. The company requests that any
consumer having Zomax return the drug to the drugstore.

PTA believes that the allergic reacticns to Zomex are fewer than with
penicillin. Zaomax may scowgtimes be used to replace parcotics in relieving
severe pain.
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L2TH ITEM o°f Level 1 printed in FULL Iormat.
Zongressional Record -- House
“Monday, August 3, 1992
.32ad Zong. 2nd Sess.

.38 Cong Rec H 7201

TITLZ: PROVIDING >CLICIES WITH RESPECT TO APPROVAL OF 3ILLS ?RCVIDING TCR PATENT
TENSICNS

R: Mr. COBLEZ; Mr. TAWELL:; MR. FTISH; Mr. HUGHES; MR. MCCRHEAD; Mr. STARK;

Text that appears in UPP
not spc<en Dy a Mempe <

£R CASE identifies statements or insertions which are
ne House on the floor.

(AN}
O
(2]}

ne

Speaker, I move %o suscend :the rules and pass th
ing

po.izies with respect zo agorova. >f pills provid
ana 10 extend certain patants, as amenceg.

The Clerk read as Zollows:
H.R. 5475

BE IT SNACTED 3Y THE 3ENATT AND HOUSE OF REPRESENTATIVES JF THE UNITEID STATZIS
CF AMERICA IN CONGRESS ASSIMBLZIT,

SECTICN 1. STATUTCRY IXTEINSICN COF PATEINT TERMS.

(a) In General. -- The Zcng s finds that, in the Iuture
£or the extensica I the 2 a patent should act T2 aper
uniess the requirzsments sat in subsection (b)) oF ) oa

{(b) Requests basaa »n Zeiav in Premarket Approval. -- When Ihe basis Ior 3
bill providing for a zatant 2XT io arxart regulatory 2pproval
of a patented inventicn, the Zollowing requirements shosu.d fe met sefsra the
pbill is approved oy the Congress:

(1) Governmental misconcuct. -—- (A) Delay in the 3pproval process must have
ren beyond the ccnizoi of the patent holder anc dir v caused by governmental
Lsconduct.

(3) ror purpcses

M raph, governmental miscoacuct Is estaplished v
praesencation of adeguate »

Ty

-
{i) dishonest =r Zec2itZul conduct,

(1) windictive 2

ty
y
(1]
e
[
i
)
fu
"
I3}
U
W
(2]
a3
-
o]
5}

(iii) arbitrary, capricious, or jrossly negligent zeriormance of govarnmental
dutiles, or



C. Tnusual or uanexc

;2.3 3lone does not Icnstlitut2 jcvernmental
.cocnduct Ior puronose 3

caragraph.

2y Jatustified inte
under paragrapn (1) qnusct
Wno, Without the 2xtansiin
diraccly attriputable o
to -ne catent holder -
puplic ‘such as ,1'"Lq
extansicn 2L zhe gatan

I

a2 catant nolder. -- The jovernmental misccrnduct
s3used 3 substantiai -0 zne sacent tolder
-ne patent term, wi material harm

13y in =he approval process. The znjustiliied nam
=

not granted must outweizh any Rarm 0
ices) oSr To competlitors That will resul

(3) Zxpired patencs. -- Ixp.red patents shall not be revived and 2xtenced,
acr3inary and compelling sircumstances. In no such
d unless the patent holcer sxerc:ised 2ue

from a2ntering the pub.lic domaln.

.4t Incervening - “he event eKC*aO’d-“ v Zirc ces u

the rewvival ired matent, interveniag - spail

axtancea to ussect matter of the pataat ar ils 21Dl

Sucn ©ignts tq =he case of statutory 2xtension oI

unexpired o 2 a case in which extreme injustize woul

resuls Izom such rights, '.ey mav de axtenced I0 o

who nave, in of the axpiraticn 2I the patani, macde
tial g -he subiect matter oI the patant ar its
icn.

aduct (as desccirzed Lo sub?
es Government, contributed
ts Of zhe gerscn I2CuesSTing

13) Tor ourposes _h {A), =—he actizon Or inaction
Gevarnment need N0t eramental misccncuct (33 desc 2
su:sef’;on (o) (1)), such a nature as o CIeate a z

ligati s ament to provicde relisi 0 3 -
ient "gnf: : ily injured by the acIion 2 c

varnment. o ir ‘ may include al
- i standards, or
nce Dy an appiicant

now

‘oG

set forth in caragrachs ‘2) throsugh (43 of

(A} the (b} (2) %o "governmen misccncuct” st oe
deemec o incl the action or inacticn 2y the overnmen:t
descrized In subsection, and
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3 Zsng Fec d 7201, 47202

i .2) o "delay ~he approval process”
jcvarnmental miscenduct”, wnich sha.l ce -ieemed o
si3n Jr Lnacticn Dy the Government lescriled in
L3,

-agraph 1) =L

(d) Lack of Due 2ilizanca2. -- Notwithstanding the preceding grovis:ons of
this section, in ~o0 Z2ase 14 -he Tongress approve a pill oroviding Zor the
a
|

axtension Of the Zerm oI 4 ‘a1 tne case of 3elay attrizutaple o 3 lack of
due diligence Dy =he patani ~cl

SEC. 2. PATENT IXTEINSISH TOR NONSTEROIDAL ANTI-IN-ILAMMATORY ORUGS.
{a) In General. -

4,076,331 shall each
of its =2xpiration.

ates patencs numpered 3,733,457 ana
d cf 2 years beginning =n the date

(b) Limitation osn Reznzz. -- The rignts derived Ircm any patent Wn.on L3
extended by zhis seccion snall oce iimited Jduriag the pericd 2f such axtansion Lo
any use Zor which zhe sup;2cI matier of the patent wWas app Tood and
Orug Administration zelcr2 Ine dats of zhe anactment 2L =

SEC. 3. PATENT TERM IXTINSICON ICR OLLSTRA.

The terms of Jnitad 3:atas patzants numpered 4,005,195, 4,705,196, and
4,034,383 {and any reissuss >f such patents) shall =ach ne 2xtended I5r 3 period
beginning on the date 2 LIS 2axpirrat.on chrough December 31, 1997.

TCR INSIGNIA.

A cerzain design patant ~umperec 29,611, which was issued Dy the
States Pataent Office on Ncvemper 3, 1989, which is “he insignia of zIhe
Daughtars of =he Coniace anc wWnicn was renewed and 2xtanded Ior
14 years by zthe Act 2nt: "An Act granting an extension oL patent

United Daughters of =the
95-163; 31 3tat. 1343

years beginaning on the Za
and privilages perta

rerewed and 2xtanded Zor an agdiztio
£ zhe 2nactment of this AcsT,
sucn catent.

a

a
aderacy”, approved Novermper 11, 1377 (P
i nal p

a

My

3EC. 5. PATEINT TIRM

TOR AMERICAN LEGION.

(a) 3adge of american gicn. -- The term of a certain design patan:
34,296 (For the badge >I =ne American Legion) Is renewed and axtanded
sriod of 14 years beginn.ng

an -he date of the 2nactment 2I this Acz,
ca

2 rights and privileges gseztaining to such patent.

{b} 3adge of Amerilzn zion Wemen's Auxiliary. zarm a zarzain
design patent aumperasd 33,333 (Ior che badge of he ‘can Legion Wcmen's
Auxiliary) is renewed ané 2xtended Ior a period of 14 vears ceginning cn the
date 2f -—he enactment >f th.s Ac:, with all che rights and crivileges pertaining

to such patent.

American Legicn.

{c) 3adge of 3ons 2 certain Zesign

a

patent numbered 32,.37 or <he badge of the erican Legilon} is
renewed and axtended Zcr 3 gericd of 14 years beginning on the date >f zhe
enactmen= of this Acsz, wizh all zhe rights and privileges pertaining 0 such




pactent.

3EC. 5. INTERVENING RIG

_-sult ia :nfringement >f 3ny 5uCh patent on account Of iny ise £ the subject
matter of -he patant, =r sucstantial oreparatisn Zor such ise, Wil negan after
2

fhe renewals and 2XT2nsion3 DI Ine Datants uncer 3ecllins 1+ ana 3 s3hall not
~he patenI 2xplIi2d out cefore =n2 2nactment of this Aact.

The 3PSAKER pro zemcore. 2ursuant -2 the rule, Ihe gent_eman Irom New Jersey
{Mr. Hugnes] will pe reccgnized Ior 20 minutes, ancé Ine sentleman Izcm Nozrt

Carolina Mr. Coble) Zor 20 minutes.

The Chalr reccgnizes zhe gent.2man Ircm New Jersey {Mr. Hughes].

Mr. HUGHES. Mr. Sgeaxer, I vi2.3 myself such time as I may ccnsume.

(Mr. HUGHES asked and was g7iven Dermission to revise anc 2xtend his remarXs.)

Mr. HUGHE Mr. Speaker, 4.3. 3473 is zhe product 2f almest sear's work by
~he Subccmmizzee on Intellsctual 2oopersty and Judicial Acm: on. It jrew
out of a 3rcup of nine separac? s ~he ccmm cn 2f wnich
would extand che zerm 2I 3 patent >r gatants.

Following a hearing on :these
Intellectual Property and Jjudic:
of them involved substantial Zad . disputes. We zheref
Accounting Office to Jdo scme ZactIincding analysis regardis
Administration review oI the ansaid !H.i. 2255%) and olest:
produccts.

ccemmizzee on

a¢d :ihat at least =wo
=2 asked zhe Cenerail
g the Tcecd and Drug
a ‘H.X%. 2805)

Administzation *et=fw

» 0 0‘ (V7]

Afte cme 4 months, the GCA srovicded the subccmm
rify <he ZIacts s ZA reviaw of ans

The subcommitrtee znen met anc za2cided o delar 3 sn the 3pe i
until we Zirst develco 5f szandards which must oe met Sefcre we will
favorab.y consider anv rovizing Sor a pazent Term 2x@Iansicn

We also agreed that
should pe 2 public anc

As a reflection of
tablishes standards

We decided not to applv -hese standards retroactively
pending. I doubt i an f che secarat2 axItans:ion 0ills whn incorporated
in this Dill would qua under -nese new, stricter stancarzas. Hcwever, we Zeel
that fairness dictatss snat thess cetitions be ;udgec =y tre=existing standaxds,

nct by cnes we formulatad afiar these oiils wers latroducaad. in our
nearing .ast Octcber on these bills, proponents and oggone alike Juites
ofoper- ‘ocused -helr zresentaticns on whether the r ar Zzct situations
in guestion met cthe 1384 standarzs leveloped Dy our miziae.

~ew standards is that =h2 pactent cights of the
on were materially harmed Dy Jovernmentali




W
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acs:ion -r Lnaction.

If che c2laim .S that zne narm resultad Irom unjusce 1
‘gulatory approval process -- and 3lmost all cases are -- The

/ .1 Zhe
icvernmental
ne overnment.

-ion Or L0AacTion MusSTt I2ASCLTut2 Mmisconduct on ~he parst at

:re delay in the reqgulat>ry prccess s noC sufficient zasis Ior 3 patsant
extension.

The 5il. anumeratas ~rarc:ous -ypes of Government 2CTion wWnich night csnsctitute
misconducT. In additisn TS 2gregicus acts, such as deceitiul, vindicative, Or
retaliatory action, misccnaduct zan alsc ze found Ln jressly negl:igent
perZormance >f governmental iuties, or serious failure =0 pericrm those duries.

In examining zhe histcry of special legislation to jrant ST3TUTOrY patent
relief, we letarmined =nat, oOn jome fare occas:ons, relisf is appropriate aven

though there 1s no governmental misconguct. Zxamples are Zound Ln the
jovernmental takiag or Iuriailing of patant fignts Juring
national =2mergency. In :hese circumstances, the Sovernment has not 2een guilty
of miscesnduct -- but ncnetieless the pagent owner was sericusly narmed by
governmental actien, and there 15 3 moral if not a Legal obligation on the part
of the 3cvernment o grovidie

In addizion =o the Zcrmuiaticn of standards for future cases, 4.2, 5475
provides ZIor patent cerm 2x-ensicns in the zase of five precduct patents and Iour
design catents.

Deciding =hese indiwv:id
issues, and among the mos
House.

cases was ~he tougher pa £ our work on these
£isuit I aave worked on in my 18 vears In the

rirst, the faczs wers in serious dispute. Af:zar zne facts as

best we could, we nad o lecide wnat was fair and

On zhe one nand -ne iacarest of develcpers of these products, their
stockhciders and smployees in seeing that zhey ars jiven ~he sprortunily <o
market their procducts ance recover their investments.

These investments products involved in
this Dill required I . dizhcuc a fair chance
£o bring their drug ¢ £o mark b investments would nct de

made, and we would ali

On the other hand, catant terms lave always be ized, and ZIcr gecod
sason. The inventor receives exclusive rights to make and marxet the lavention
sor a limited period of me in exchange for full disclosure of now it is made,

so -hat others may ent2r the compe:tition when the Iferm axpires. This bene

not on.y VOTDEC’ZDIS wnc wish to enter the market, but alsc, Ireguently,
public at large in the Zoxm of lower prices. Generic drugs are a prime 2xam

Let me describe for you what we decided on the individual patants, and wny:

1. ANSAID AND LCODINE

parants for these twe products, both ncnsteroidal an-i-inflammatcry drugs,
are =2ach 2xtended Ior 2 year 3cta -he Upiohn new drug apciication for Ansaid
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and the American Hcme 2rocducts 147203} NDA for lodine 2nccuntared delays of
more ~han -8 nonths sefore approvai. This is three times Ine average Ieview
per:od at <ihe time Chese appl:cat:cns w~ere Iiled.

The delays were caused .n part 2y IDA concern over serisus r2suits, including
serous ieaths, which rasulted from the use of other, crevicusly apoproved drugs
of tnhe same catagory. Nonetheless zhere was a roublesome S-vear per.od during

wnich .- appears that, without reascnaple explanation, 1o 3ction 2t all was
taken oy =he o seiiave the FDA, stung dy crizilism 2f the
approval of i irugs, frcze up and shut down worx >n these irugs for

apout 2 years.

Zventually -- after 78 montns ia :the case of ansaid and 36 moaths in the case
of .odine -- -he TDA Zetermined that doth ansaid and lodin are safe and
erfec-ive, and have acne of the Jefacts Iouna in the sartier approved drugs.
Under chese cCircumstances, scme snort Cterm >f 2xtension Ls appropriata. H.R.
5475 provides Zor a3 I-year 2xta2nsion oL 2ach of zThese patants.

2. OLZSTRA

Consideration of zhe appropriarts review and approval prscess Ior this ground
preaxking greduct has wed =he TDA 3nd 2roctar & SambLe, ~n2 Zompany which
developed iz, for 20 years. One oI the four patents invoivea in the olestra

application, which has not yet been approved, nas already 2xpirad. The patents
cover various aspects of the noncaleric cholestearol jucrose polyester
compound knows as olestra. Olestra Is a fat replacement prcduct that can oe used
to flavor and texture food.

I do not pelieve -hat -here is 3ny justification Zor reviving the etp;:ed
patent, or Ior jranting Ihe company's other reguest for 2n spen-2nced 10-vea
ex tensxon of “he existing patants, o run Izcm the aver, that zhe DA
approves the food acdizive petiticn.

However, some reliaf 1s apprecg The oil 13 2xtand the
three unexpired olestra patents Decembe' amounts I0 an
extansion of about 4 vears for twc 2f the pare <he

thizd.

7Z and when =
Z2-year =2XT2ns1on
enact -his o2ill,

therefore, an 2xt

he TTA petition is approved, the uomnanv WC
uncer the Pacent Term Restoration Act of
it will zake away that 2 years. The 1e'

ensicn of only L 1/2 to 2 years.

We refused -o provide and extension for the patent IOr an antiradiation drug
sveloped under contract o the U.3. Army in the 1960's anc =znown as WR 2721.
Thar drug shows subsctantial aogen:ial for addirional userf:l Zevealcenm

However, we don't =hink that, standing alone, potentializy Io futu
development is a preger dasis for patent axtension. The company -- U.3.
Bicscience -- which owns zhe gatan: rights acguired those zights in 1987. The
ccmpany bases its reguest for an 2xIension upon the claim Inat, for many years,
information regarding zhe potential for the drug was unavailabie because of
national security class cation.
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We -hecked with the Army, nowever, and found that the Iormaticn ~as
zlassifiea IOor 10 More 3 d-year period, and that Ihis slassiilcation was
lifrea -n 1263. The Army Zur-ner reports that {t in Iact 2nccuragec oublication
-nq ievelcoment of zhe potanctialities of the drug, beginning -n =ae 1370's.

furthermore, we don'= <tn
4 legicimate claim against
done in nhe J's, long ce

pefore .t w~was Lssued.

nk 3 company which bougnht patent =zignts in 1987 has
ne Government for something the Sovernment may have
‘~re ~he company bought i1nto the 2atang, and aven

ar

DESIGN SATENTS FOR INSIGNIAS AND 3ADGES

Seccion 4 of the bill wouid renew and extend the design patent Zzcr the
insignia “or the Jnited laugnters of the Confederacy.

Section 3 would renew ind axtand the design patents for the badges of the
American .egicn, the Amer:ican Legicn Women's Auxiliary, anc 3cns of the American
Legicn.

All of chese four desijn pactents nave 2xpired, and would De renewed and
extanded for 2 period of 14 ears beginning on date of enactment. Iatarvening
rights would De reczgnizeac -O prevent infringement actions 3gainst any persons
who segan use of the subiect matter of these patents after zheir expiration and

befcrs zhe 2ffactive Zat2 »I This act.

Y.2. 3475 is a good dill. It lays down clear and appropriately zough

standards for future statitory patent extensions.

It deals fairly with zhe bills filed under the aold rules. It grants short
extensicns for oroducts wnich were togged down Ior excessive amounts cof time Iin
bureaucratic lelay, and thus encourages the extremely exgensive research and
develscment that is necessary =o bring beneficial new mecicines anc Iced

producIs TO Consumers.
rge Jour sSupport.
Mr. 3peaxker, [ reserve tie Dalance 3f my Iime.

ald myself such time as I may consurme.

Mr. Speaker, I rise IO exprass my StICNg SUpporc ‘c' passage of 4.}. 5475, a
wWill =z creat2 new stancards regarding patent extensl ion apgrcvals. My orimary
‘pnterest in this legislaticn concerns that section of the zi.l involving the

cronutrient zalled olestra, wnhich has been developed by the 2IcCIar & Gample

an, I Iizst want 'o ccmmend -he chairman of the Subccmmitise on
Intellectual Property and Judicial Administration, the genzleman frcm New Jersey
[Mr. Hughes], and the ranking minority member of the subczmmittzee, the
distinguished genzleman ~-cn California [Mr. Moorhead], -heir patience and
chougatful contributions during cur work cn this project. Speaker, these Iwo
d onative bill

gentlsman provided the lea de'ship rnecessary to crait a I
whicn will extend cer=ain patients for a brief period of
new s-andarz tc be applisd to future extension reguests.
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-n0se sragucts r£2ceiving patent 28Te2nsSlons are LWo
_.censea zo -he Jpnohn Zo., cailea ansaid; and che
Sroaucgts, calied lodine. 3oth arugs will recelive

tents or ocadges and insignia -:sea oy Ihe Jnited

ind tne Amer:ican Legion will aisc ce 2xtanded Zor

y@ar 2¢Tenslons.
Jghters oL the
« years.

Mr. Speaker, is =hne Ir2ation of new

sriterza o g Suture reguests. In orief: wnen i request for a
patent Zarm 2Xxte 3 'es requlatory delay, the Zdelay must lave deen beyond
the control 2L the o ~o.der and 2irectly caused dy jovernmental misconduct.
Jnusual or unexcecte 3lone will not constitute ;over"mencal misc¢onduct.
Turtner, -he jcvernmenIil Mi13Ccsaduct mMust have caused a substant:al ineguity to
Tne gatent hoigcer who Wil: ar material harm in z—he absenc2 2I 3an 2xtension.
Sxpired patents snail ncot o2 ravived and axtanded, axcept uncer the MOstT

traordinary and Iome sircumstancas. Requests dased on Zlrcumstances
other =han rfegu.atory : ¢ neeqa noT Joastitute misconduct sut TUsSt e 2f a
nature -o creats a mori. 3biigation on the part of the Jovernment IO supply

er.
No sne invelved ia 1nis procass walked off with all of wnat “e or sne wantad.
spiarsn 1s something In wnich Tnhe supcormitize,
Take zrice.

Mr. 3peaker, I mace e stacemenz, vou may zecall, in I ~ommizz2e, I was
reminded of a ship cSnariing Jangerous waters as we wWent ~hrcugn this with M.
qughes and Mr. Moornead, who led the subcommiciee through wnat zal. procedural
waters infested with £2c¥s on zhe osne nhand, reefs on the otner, and snoals
somewhera in =he micc.z. 3ur thanks :o cheir leadership, and T will again use
the wor< pati “& necc very d4ifficult zourse and, I think, came
up with a very wortawn:l ducs.

Mr. Zoam
3y way Tra
cooks, nar
2rocter Tast
Icr the z2d
more In ras
of the unigue ast

=Cm11is'rat*sn

13 ety v

w.eatance .

The last poinz, I
axtencded patent 2rotad

ker, is crucial in
is warranted. 3ack

seventies, scme 3 slestra contained
crcperties. Neither 2:zsc 10r zhe TDA had aver sniou
substance like is one sed the attributes of a drug,
hand, as well as a Izcd the orther.

There was a2 zotal apsance 2% any pracedent to guide
sought =0 estadbllish 1ne preper :es:ing oroteocols for ol
FDA to provicde other juilance the matter. Stated dif
compelled to jevelcp ineg rules <he game 3as it went
and afzer the ZIac- -- rasulted ia a 20-year-plus




Mr. 3peaxer, we il <nTw T v approved. To
s0 routinely Woulld 2ncour: 3 ataly aurge
umers througnd Q1gn2T ZIllas. Z b ~ .ncer =a2xceptional
_ __-~umstances. jnder Ine szancdard 4nlCn nas joverned za 2x£2ns100 I2quests,
nowever, 2rocter i samola'3 situation would more than assistance

contained .o d.R. 3475

The ccompany L raguestad 3 Tents =-- one
of whicn nas alreaCy 2Wpiz2a -- Kom ail. 3ut the
legisziation otefors :s 3nly =2xiands In =5 slightly

less than 4 vyears -- 3T TOST -- after 2x b . Xo. patant -- the most
1mporzant of the : E H still an
aguitable rasult, srotection I
1ts exercise oL b As a simpl
mact2r of =2qu: CR8I1I3rS 10
plggy-dack on a3 ien investm cn nas 2xercised due
diligence as Lt and Zonois 2 at
?”A, ana I 1o a0 : nere .s Iault

Mr. Speaker, I ressrve the salance 2 Ty Time.

Mr. HUGHES. Mr. 3geaxsr, I yield 2
[Mz. 3Stark].

Mr. STARK. Mr. S;e < I thank it : inguist o frzm New York
iMr. McHugn] Zor yia.zin : ol : o ) -5 me xncwing That I
have scme Ceservatic

Mr. Speaker, H.RX. oI
the HYouse. It is not
2 12n on what Is

Mr. Speaze zhe
Commi e on Ihe ag
private patent 2x fect
on the normal cou eiz

~kers, not TO W

5i7es wita zne cne hand

Having said that, ~cwever, I thiax
ic immediately taxe: <

cempanies withcut acz:ally agpliving
extansions has been sgposed Dy 3 varie
Center Ior Sc ence in Puplic Int
Pressur2 and Checlest2 ccnsumer

T2nsisns O three

Zranting
Publ

Aczisa on 3leec

umezs Jniza and

che National Consume gue. I: orzion 3£ Ihis
pill would have zeen I ed hacd floor wizh a
rulemaking in order an dment igz. It seems Lo We
that without the dera 2ssary s of dollars
shecula te Jiven away = of the oharmaceutical
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manufacturers in "ALS Iountcy who already 2njoy generous resear ana
levelcpment -—ax crearts, 236 crecits for manufacturiag in Syerto 2120, wnich
jives a.most 33 biilion a3 vear in taxkpayer awards o tnese snarmaceutical

mpan:ies, and they nave just announced, .1 some cases, sSome - cercent increase
scme of tnhe drugs zovered unaer Ttnis oill.

How much are we JOLng IO isk the cJonsumers 5f This Zountrv ~wnc are already
surdened Dy tne lacxk = 3ecent >ISt containment Of thelr meqQlca. 2xpenses Lo
sear? . think that .3 3 =scpic worthy of decate.

T would Like to see H.R. 347% passed by this House. I wWould .ixe I0 see 1T
amended, and [ would Lixe <o see -nhe amendment discussed aliter Thorouga
discussion >I these sarticular lssues.

Mr. 7CBLZ. Mr. 3peaxer, - si2:d 2 minutes o the jentleman I:zom Iilinols [Mr.
b J kl

SAWELL. Mr. Speaker, I thank the jentleman Zrcm Nortd Carolina {Mr.
for yielding =his time o Te.

Mr. Speaker, [ ccme Defore this cody not deeply wncwledgeaci2 1n refersnce 0
~ne aspects of zhis dill, and I scmmend the commi -ainly zoming
1th new recommendations, new Ionc2pts, in regard O zatant approvals.

However, Mr. Speaker

B nave 1ad contact Lrom varicus JIougss., one witiin my
13th Zongressional Distr

ict, whera they pointed sut zhat thevy nad ralied uzpon
the fact that a cervain pat:snt, Jdescrited in this bill, would ze axriring. This
pertains to Olestra, itute which indeed is guite a concept. They
have spent approximataly $40 million in research of Clestra, assuming that there
Wwas a date certain wnen the patents pertaining to Olestza woull e serminaced.
30 it does appear =o me that thers is ceatzoversy hers2 and zhat cerhaps Lt was
not a bill that shcull se on the Suspension Calendar.

I 4id want to exprass my cconcern. I think somewners along
should de some open Jepate on :this supiact because I 3am sure
others who nave some 2% the concarns that [ do have.

Mr. Speaker, I zhanx the fentleman very much IoI navin Zed o e
My, ZOBLE. Mr. Speaxer, I yieid 3 minutes zo tRe 2istinguisntea gentlaman from
Ohic Mr. Wylie]l.

(Mr. WYLIZ asked and was given permissicn to ravise and 2xianc nis remarks..

Mr. WYLIZ. Mr. Sp=aker, I thank the gentleman Ircm North Zarclina Coble}
for yielding this time <o me, and, Mr. Speaker, I wani 20
gentleman from New Jersey [Mr. Hughes], the gentleman Zre
Moorhead], and che gentleman frcm North Carolina (Mz. Coble] ZIor
extraordinary good worx they have done in bringing tcgsther ~his Dill wnizh is
very complicated, o say the least.

I xnow that the zentleman frcm North Carolina
job in sxplaining the reason why I am hers Lo ext
gentleman has menticnad that Olestra is unigue. It
over 20 years of research and uninterruptad dialog wizh
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Sampl2 nas > research Ior

grzive, and

-he neighborhood of $185 m:..:.on

Jlescra necvation. It 1s 3 unique new o2 3
tecacse and Zrug Administzacion nas ceen i 1ong time In
ywing 3 zct 3 Jample has been diligent in puzsuing TPA
sval o <, and, without the axtension, 2rsctsr & amoig will lose
>f LTS v 2atent rights oy expiration through =arly (294, 3o0out the same
sime chat TDA wculida ce 2xpecIisa TO approve its use.

Lar, support Sf this legislation. I
SR -hink it s desiraple decause >
Slest s a Zoreign-based competitor, I
ipla <2 ~pere Procier % Gambie is z
2xTansion s nct Jr -h:nk a failure to extend
patant Icr Dlsstra ¢ snfair and 3 deterrent Lo
Ievelcpment.
[rd47205) Mr. HUGHES. Mr. 3peaker, I yield myself such Iime as [ may

Zonsume.

4r. Speaker,
uncerstand i
L5 2ased iIn Rot
nearly 3s much

2 Iilincis that I
orporation wn
zals 2reduct, aot
ra spposed to the
g ints the subl

my collieagues in CTal
stand that there is a

iso iavestad 3 let of
i Gampla, and obviously t©
cm this patent

legisiaticn decaus 0 jain ir
Jdomain.

3ur let us ust zax2 Slestra. The basic patent is alrea
teen 20 years. We 3jrant a .7-~-year patent. Putting asice the
available under zerzaia :cizzumsctances, we Jjrant 17 years. T
have .7 years 2asically o receive the recoupment for that
inszanca2 of P%rocTar & Zample, they have spent 3130 millicen.

Mow, wnile zn the :ne -he patent falls into the pubiic domain we
benefit through <he 32neric industry in particular in leower if
companias will not Lnvest cecause they Zannot feccup Thelr chen we
20 7ot jer —he patant 1O Degin With and we Jo 1ot get The pricucts. That s the
calancing w~e = nagé o 20

wnat 7o do Wi iz, They nad 3 macrcnuirient and tney
apbout and we did not nave testing prorocols in place.
75 get o the zoint whera we are Just moviag that thrsu

In zhe instance 2f Clestra, the Tood and Drug Admin
. e

Jusz recently
1T was a Draw e
casic gat=2nt n1as 2

od and Drug Administration mandated new -ests on pigs.
In the mezntime, 20 years have jone Dy and Iheirs

Is that I do nor think that is fair.

In the instance of a3nsaid, ansaid was 3 closer call

in orocessing that drug. It tock
vld zake 26 months. Is tzhat falr
It is a very similar product.




Mr. 3peaker, ccmpany's casic T
~hat mucn nerce IompEnles o Iectup

‘Ae zal« 3Cccu taviag 3 hard time surviving i

ate tzcavy 4120 DTher zxmpanias arcund the

.ance 2sas:ilaill/ o .3 3 pasic unfairness. 30 we et 1gwn D The
standarca.

Mr. 3Sceaxer, L2ague 1S -ignt. We 3goniiea tver wnetner TO apply
whis =cugn new 1OUGRT =2 odurselves, 1S N3t I3lI 1D Take 3

Tougher new 3TAndars ang 3Co.Ly LT O Pencing ases?

Ae TooKk =
you have nrarm,
change :the roul

casis 2f a stancard whicn says LI vou nave ZIelay and
Lzient basis Zor a patent 2axtensisn. Is 1t fair o
L2 >I the zame after you nave Tagen iastimeny?

er, That is whers the 3upccmam: a

ra - came 2own, and, Mr. 3Speaker, . I

e ana the scmmizt2e in Wwersing their will came 1D

a 5121 =3 3ll Zongcz2rned. Not fust to the sut

rasz, b g TIing <hese procuc zne
Iozm

MR. SPTZAKZX; I RISE IN 3UPPCRT OF H.R. 3472,

I WACULD LIXT TC ITOMMIND THE GENTLEMAN TRCM NEW JERSZY MR. HUGHZS! AND 7
GENTLEMEN FRCM TALIZCE {MR. MCCRHEAD}, AND NORTH CARQLIMNA ‘MR. ZOBLZ) ¥0O
. o . OUR

THEIR PAINSTAX THOUGHTFUL ANALYSIS ON THESEZ 2IF IS5CES
PATENT LAWS HA ZOUNTRY WELL. PATENT PRCTECTICN TH
INCENTIVES TC CUTS AND 3RING NEW PRODUCTS TO MARX 4
4IS INVESTMENT 3UT WE MUST AT THE 3L

RS AHCSE ICMPETITIVE ITOMMERC T

SICN OF A 2ATENT. TO 3ALANCZ T INTEZRZ

JPJCHN, AMERICAN HOME 2RCCUC ND 2RCT

oITNG T

THAT HAS

=3 I 1308.
1ET WITH

THE WORST COF
JF 4CU WOULD
0D OF JUSTICE
'S NOT A PCPU
ZZ AND ITS
RVICZ 3Y NCT
30T AL3C IN
PRCPCSALS.

. TRISUNALS 7CR TEEI

REE WITH 4HIM, 23UT MY
THAT'S AS OLT
METHCD AND
SUBCCMMIT
CNLY CARZIZT
DEVELO?ING
TOR THIE WE

OCONZ

25

5 CURRENTLY
ZONSIDERATION IF
TOR H.R. S47%.

¢

J220RT OF H. PRCVISING

ZXTEINSICHS.
HUGHZS!
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AND THE IANKING REPUBL
FAIRNESS, AND CELIBERATE

MR. MCORHEAD] TOR THZIR TZCCPERATION,
TICN OF THE ISSUES RAIZZT N THIS LEGISLATICN.

N

SUBSTANTIAL ZONGREZSSICNAL

'NT TERMS. HOWEVER, THIZ

JRESS WILL ZSTABLISH
TATENSICNS ARE TO 8E JUDRGEZ.
THE 3UPBPCRT OF THE =
STANDARDS RETRCACTI

JUDICIAL PRECEDENT ZXISTS TCR THE IXTINSION OF
SLATICN REPRESENTS THE ST INSTANCEZ IN WHICH
TCR 2ATZINT TERM
SESERVE

Al

H4.R. 3475 AL30 INCCRPCRATIS THE 2RCVISIONS OF 4.R. 2805, AS AMENDEZ, WHICH I
INTRODUCEZD LAST YEZAR. 4.3. 2303 WOULD HAVE ZXTEMCED TEE TZRMS ON PATENTS RELATED
TO OLESTRA, A NONCALCRIC, HCMAESCRBABLE FAT REPLACEMENT, INVENTED 2Y THI PROCTER
& GAMBLZ MANUFACTURING ZO.

DUE TO THE TUNIQUZ
YET S3EZN APPRCVED 3Y
OLESTRA HAS REQUIRED
FCRESEEN WHEN CZURRENT
GRANTVD TO THE ZCMPANY
FOR ZONGRESSIONAL ACTID

JLESTRA, ITS 7JSE AS A TCOD ADDITIVE HAS NOT
nND DRUG ADMINISTRATICON. TEZ UNICQIJE ZTHARACTER OF
SEVELCPMENT CF A NEW REGULATCRY REGIME WHICH WAS NOT
AW WAS WRITTIN. AS A RESULT, NO 2RACTICAL RELIZF CAN 32
UNMDZIR THE PATINT RESTORATION ACT 27 1294. HENCE, THE NEZD

MR. SPEAKEZR, THE 3UBCCOMMITTIEZ, AFTIZR JELIBERATI CONSIZEZRATION, CECSE NOT 7O
EXTIND THE ZXPIRED 2ATINT IN 2LZI5T THE EXTENSICNS T UBCOCMMITTEZ DID GRANT
ON THE THREE REMAIMNING P2ATZNT3 ARE TCR A PERIOD JF 3 YZARS.

IN MY VIEW, THIS WILL PRCVIDE SCME RELIEF TO THE CCMPANY AND WILL ALSO
SUPPCRT AN IMPCRTANT 2UBLIC 2CLICY INTZREST. OUR INTEZRIST IN THIS HCUSE 34QULD
8E IN SUPPORTING AND CCURAGING INNCVATION. DEFZAT OF THIS LIGISLATION WOULD
NOT CNLY DEIEZAT THE PATENT TERM IXTINSICN REQUESTS, AS WELL
AS IMPORTANT PATENT X% AMERICAN LEGICN 3AND THZ JNITEDZ ZAUGHTEIRS
OF THE CONFZIDERACY, GNAL THAT THIS HC NOT 2REPARID TO
GIVE MINIMAL SUPPORT 70 -NNCVA“"N IS A SIGNAL THIS 3HOULD NCT SEND.

I JRGEZ MY COLLZAGUZIS TO 2UFPCRT THEI 3ILL.
MR, MCORKEZAD. MR. 3PZAXI3, I RIST IN SUPPCRT IF H.2. 2473,

I NCULu LIXE TO CCMMEND THE ZEZNTLIMAN FRCM MR. HUGHES]
GENTLIMAN TRCM NCATH TARCLIMNA [MR. TJ2ZLI] TCR CDUCT THEY 2RI
us TODAY. THE IXTENSICNS PRCVIZED TCR IN THIS 3ILL ARE, IN MY OPINION,
JUsT. -

NO ONE RECEIVED ALL OF WHAT THEY ASKED FOR 3UT HAVING XEVIZWED THE REZCORD
JSELY, WE DID TRY AND PRCVIZE A TAIR SIXTENSICN OF THCSZ WHO, I THINK, MADE A
GCOD CASE. .

THE IMMEDIATE 2RC £ SUBCCMMITTEZ AND THE JUIZICIARY COMMITTZIZ WAS 70
DEAL FAIRLY WITH A G5 ZCULT PATINT ZzZXTE ILLS THAT WZ TOUNDT
BEFORE 7JS. AND ALL ° DIFFICULT. BECAUSZ IACH COF THE APPLICANTS
FEELS THAT THEY HAVI A THE PATINT TERM I3 NCT SUFTICIEINT GET
THEIR PRODUCT APPRCVIZ "COD nN“ DRUG ACMINISTRATICN AND THEIR 2&

GOING TO ZXPIRE BEFCR HAVE HAD AN OPPCRTUNITY TC IR PRCCU
MARKET, OR 3EFCRE THZIY VOU'“ RECOVER ANY OF THE COST RESZARCH AND

DEVELOPMENT.
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2BVIOUSLY, THE
MONEY 72N RESEZARCH =MD
OP2ORTUNITY TC TRY AND
SIRES. AND THE SELA
IR PRODUCTZ TO MARKI
. AND GET ANY RETURN oM

JUROPATINT 3YSTIM 13 30 WHO 3PEND THEIR
i T A PRODUCT AND TAKE 7T WILL HAVE AN
,VST" AND MAKE 3 25 TYEIR PATENT
IN PLACZ IN MANY
HONG TQA” T

HE HAVE 3TR 11l IF THESE INDIVICUAL 3I
ANC IN THE i ‘ AGREE ON THE
$47%.

TR L NUMBER CF MCNTHS.
T AINED IN H.R.

WHAT 'S IMPCRTANT ~BCUT
TOR FUTURE CCHSIDERATI

LATTZCN ARE THE STANDARCS WE HAVE DEVELOPED
TAM IXTENSIONMS. TO STATUTCRIZE 3TANDARDS 3Y
WHICH TO MEASUREZ TUTUE JNPRECZLCENTZD. NEVER ORE IN THE
HISTORY 2F PATZID : n ZCMMITTEZ K A MECHANISM TCR
DEALING WITH THESZ MNT : . ANDARDS ARE INTEINCED
TO 3E HIGH, ANC THE SUBCCMMITTEE
WITH THE NEETED £ MERITORICUS.

I THINK I7 I3
RULZS TQUGH ZINCUGH

3UT WE WANT THESE
PEQPLE NHOS"

PATENTS ARE IK?IRING, AND REC AN
OUR JOB IS TO TRY

3CMZ DEGREE K SITUATICNS. AND I
BELIZVE THAT THIS IS5 i .
ALOPTED. IF THERE ARE = NE IN THE
STANDARDS, 7 MAY 3E MA : ‘VONGRESS. 3U'I' TOR ‘.'Cd.—\’ I THINK THIS IS
A 30CD 3ILL, AND GCCOD 2CLITY AND JRGE A TAVORABLEZ VCTE.

MR. WOLPE. MR. 3SPIAX

M CNE OF THE CRIGINAL ICSPCNSCAS
EXTIND THAT TENT R MELATICNARY 2RUG -
LIKE RHEUMATCIZ ARTHR ANUFACTURED 3Y THE °
HEZADQUARTERED IN MY 313 T AND WHICH HAS 2EEN AN JUTSTANDI:
DURING THE MCRE THAN 1T 3INCZ ITS TCUNDING.

5475 2RCVI ICHZ NT RELIZT TCR A
BELIZVE THAT AST JNEQUIVCCA
WARRANTED, .ND HA STATIMENT THAT I WCLLZ
RLCCRD WHICH _:YS CUT © TACTS

I INVITZ MY

' THIS 3ILL AS
{AUSTIVELY 3Y THIS
TEINT AND TRADEMARXN
FACTS INDICATT THAT,
APPLICATION WAS

-- THCSZ OF 70U WHO HAVI NCT 3£ZU
7O ZHAMINE THE FACTS. THEIZ FACT
2Y QUR SENATE COUNTERPARTS,
AND, IN AN IJNPRECZIDENTZIZ S
NC TAULT CON THE PART CF THE
TRACRDINARY REGULATCRY 2EL

INVCZVED
ZXAMINED

-4z

B

3ILL HUGHES,

SICIARY COMMITT
CARLOS MCORHEAD, MANNER IN WHICH
WE HERE IN CONGRESS E B WHICH ZXTENDS
BACX TO THE ZARLIEST : HI3s o7, Tt ;BCT T WITH STANDARDS
TO ZIVALUATE 2ATEINT i =0 THAT IT WCULD
BE INECUITABLZ, 3A3ZIC oM

*E:,

TACTS CF TI—!E ANSAZID
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THAT THE FACTZ IF THE ANSAID TASE ARE TOMPELLING. I 3ELIZIVE THAT
©5 A 3ALANCEZC aND IQUITABLE 3ILL, AND I INCOURAGEZ MY ICLLZAGUES TO

THE TACTS OF THE ANSAII IA3Z

o. THE ZEVELQOBMENT IF ANSAID

Tor many lecaaes, Tegizal researchers have sougnt 3a ana 2% a
--gatmencs for -he .nflammaccry liseases wnicn affsct large segments 2f the U.s.
copulation. These 1iseases .nc.uce‘'rheumatds:id arthIs -ig, degenseriative 101NC

isease, SuUrsitis and t2ncinic.s, and they afflict wvirtually ail Americans, £rom
~he alderly to the Dest zrained athletes.

AsSpirin nN3s _ong Deen > a potant anti-inllamm ¢ and is
sgill =ne drug of 3ecause 2L the
jastrzoinTastinal R zon an =2£ffcrt =o
fiad a safer agent. Res e 1 ‘s
resultad :n the discev cla
anti-inflammacory NSAIDS™. As a grsou
aati-inflammatory szcmparable o asp

gastrointastinal

indizin, a prcduct oI Me
approvec, in 1963, otut the
the gjates Ior the introduc
fourtzen vears. The NSAID
consumer-criented
Ansaicd represents

ary i Dchme,
al of Motrin,
Iiiteen more
s now among the mest etitive and

e sharmaceutical marketplace. Th develcgment of
in the 2rograss : - line of drug

THZ ANSAIT APPRCVAL ?PRCCESS

March 29,

MSAID such
aug of ten

The Tpicnn Company submizuzad its NDA Ior
1982. At -nat =ime, the average period ZIor

as Ansaic was approximatsly Iwo years. Trem
NSAIDs ~ad opeen agpreved Lo meaths or less. nl

nac shown tihe drug o de

is anad as-=oa"ﬁr;:-s and
:le was, Fuit

Jpionn <
icant proplems and that
Zor ageroval of other

remarkabl

~imilar o what was
asonaply 2xpected
. would Ze apor ved

NSAIDs in zhe 1974-

ted for drugs of
NDA would not pres
TWO-year pe:-od

Sherzlv a
relating -

VDA w4as submiztad, however, a serias Of events
ide¢, which dramaticallv lengthened the approval

cime fcr ving ten NSAITs in rthe immediately pracecing aight
years, ve ANY drugs of this class in 1983 o5r 1984, and only
one in =2ac e years. Average NSAIC acproval times soared £rom
lightly mor Zor drugs apgroved in 1932 and 2a r £o almest
six years ZIor those agc after that ctime. 3ecause of these Zelays, Upjonn
didnot reach marketing al or Ansaid until Oczober 31, 1%33, more than
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s1x years after LT3 NCA was suomittad.

sauseq Dv 2vents tertalning o Stnher NSAICs,

Trase Zelavs were
somax, and 3uproi. As & result OL lssues ra:ised
ts

Jraflex, Teliene,

‘s, TDA slowec - ~aw NSAID approvails T WO DPrimary reascnhs.
ficant Agency resources ~ers devotad IO resolving TRe juest.ons raised by
2 particular 1arugs and were Thus unavallaplie for reviewing new HSAID
appi.cations. 3eccna, wnen TDA did tuzrn Io faviewling -he sencing MNACs Ior this
-lass >F irugs, LI jave Inem mucn closer scr ay in light of tne zroolems with
otner NSAIDZs, 2anc slso langtnensd the t:ime needed Ior 3pOIOVaEL.

In sharp contrast o rugs and a2vencts ‘esc 1nea Telow, Ansa:d has Ddeen
used safely oy mill:ions O pecpl?2 in Inhe and .ncarnaticnally. The
satery 2f zhe prcocuct «as never snaer any di e at any t"ime Juring the Iourse
<“ne applization Zor aporoval.

o) 1982, DA approved the NDA Isr Or ax .Benoxaorcfsn), an NSAID
_nd;ca 2a, lixe Ansa:rd, Zor treatment of :ereumatoid archritis and
sstaoratnritis. The Craflex NDA was submitzad ia 1980, ana agprova. Iollcowed 27
n0ACRS .ater, the iaversge —ime then exgectaa Ior NSAIZs. Almost immediately

r =his approvai, acwever, TDA was Zorcad to devol2 subscantial escurces o
wing new infcrmation on :the drug and -eassessing .5 laceiing, Zosage, and

risk-denefit ratio.

On April 24, 1982, The lLancec, a 3ritish medical publicaticn, pudblilshed a
lectar tc —he adizor noting jaundice ina thrae patients usiag oenoxproian in the
Unitad Xingdom. n2 A few weeks later, on May 3 1982, =ne 3ritish Medical
Journal publisned a " 4 satlents,

all 5f wncm nad seen taking denoxaproien, Irom a llver
shelestatic jaundice. 23 TDA also received 3 letter on May 27, 198z, Iizm a
ricish jovernmen:t meclzal o ial pertaining o adverse avents 3sscl.ac 2@ wiztx

penoxaprofen. nd

'
sncrz repor:” describing the death of six 2ide

a2 “Jaundice asscciatad with the use of
1332+, 3EE LHE R-»"LA?ZVV 2F NEW SRUGS 3Y =
NEW CRUG REVIEW 2R0CZS3, Hearings 3elore a <
Qperaticns, 97Lh Zong., 2d 3ess. 1035 ¢ z
HEARINGS|
a3 Taggart ancé Alzerice, "FTactal choleszat fauncize in
king benoxaprofan,” 234 3rit. Med. J. 1372 {May 3, 19382i.

INGS, SUPRA, 3t LJ4.

14 3EE "Derficlianci in TDA's Regulation I the Mew 3ru
enItn Repor: dv dcuse Zomm., On < Jperations,
ong., 1lst 3ess. 3 (1983) [hereinafter cited as "Cvers

These events and o r reports preomptad TDA o reconsider the aceling
ax, especially 3 - soncerned liver and xidnev Zysiunciicn, 3s well
° te dosage fc lcerly patients. Senior FDA oIfficials gave
< frcem the outset. 1 \ addizion, TCA zersc
igations into the voluminous :linical data Zznceraing
16 As part of its ovarall review, the Agency sconsidared
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whetner I-erta.n icvy a2 svents ralsed medical and scientific juestions Ior
NSAICs as 3 3caizLcn 0 wnather they necessitiatad Znanges ~lith zespect
-0 Oraflex :in .lar. The Agency also implemented changes in its ONA review
nroceduras -5 2NSuUre Inat neaical sfficers pased therr Zecisions on the oSt

-anr safety Jata 2wvai_ag.2. 07

n5 3EE, Z.3., NEW IRUG : INGS, supra, at 108 ‘memorandum 2I phone
conversation ZIon aLs Jraflax between FDA's Acting Sirector, Office Of New
Drug Zvaluat:id id. at 112-1.3 . memorandum »>f neeting

concerning Ora TDA'3 Director ina Asscclate Director,

‘
Sureaus I Jrugs

né 3ZE., S.3., Ld. sC 33-39 secting forth TDA memorandum zoncerning
senoxaproren idverse 2vent TeCcorTing) .

a7 ‘ser-ing forth memorandum Ircm Jr. Temple concerning
review orior o NA 2pproval).

DA leveotad 3 meeting
to the issue oI liver Ioxi

-5 Arthritis Acvisory Commictee on June 3-4, 1982,
NSAIDs. At -he meecting, =he OJirectar of
the TDA Zivisicn rescinsidl approvals indicated ais pelief that
aimost all NSAIDs wer2 asso liver abnormalities and =hat additional
informat.on was neecas 1o helip develcp classwide l1abeling revisions. a8 This
association had not sreviously manifasted i:iseif as 3 significant clinical
preplem. nf

n8 Adv. Ccmm. Transcript, sp. L56-137.
n% SEE, E.G., ID. at 106.

Following =his meeting, TCA reviswed creposed revised lapeling for Oraflex.
It ualtimately approvac revisiens on July 12, 1982. al0 Repor=s continued,
nowever, concerning zne use of bencxaprofen overseas. Later that monch, Ior
example, the ragulata>rv authoritias in Nenmark decided to restrict the 2rzg to
hospizal use. nll

Al0 3SET "Oversign:t lepors," supra, at 3.
a.l 3EZ ID.

At -he same
public and media scrIu
~onsumer advocacy OrT

rvices o remove O
scciation of Retli
wld These or-zniza

% zantroversy continued o receive Widespraad

in United States. nl2 The Health Research Group, a
ation, petitioned the Secretary of Health and Human
«x from the market. al3 3ix weeks larer, the American
rsons alsc petiticned the 3ecretary =0 pan che drug.
soined by the Naticnai council of 3enior Citizens, sued

’

the Jepartme . of = and Human Services in federal courT shortly “hersaiter
in an attempt SO TDS to rescind the approval for Oraflex. alS Responding
to znese =2fforts ad substantial Agency resourIces.

Case Seen Changing Drug Industry,” dall 3t. 7., Sept.

"Warning About Using Anci-Arthritis Drugs Is Yrged by U.S. Panel,”
1982, at 32.
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r:; Itirs Ban Zffort,"” Wash. Post, Juiy 31, 1982, at A-4

£F "3 Sroups 3uing T2 3ar Arthritis Orug Oraflex,” Wasn. Post, Aug. 3,
P

1 August 3 ana 4, 1932, ine Intergovernmental Relat:ons ana Human Resources
- ,;cmmlt:ea >f the Jouse smmittee on Jovernment Operations teid oversight
hearings <n TDA's r2 Tl >f new drugs. nlé The {*47207! hearings
poncen::atec zimesc ;aly on matters relating o Oraiflex and 7 idene
(prroxicam), ancs see pelow). IZven mefore the nlearings were held, FDA

Al6 3EE NEW ZRUG HZARINGS

SUPRA.cerscnnel had respondec o zongressional
staff .nguiries oncerning Z

lex. al7
N ©:3 ‘memorandum of telephone conversation setween Dr.
~he 3ubcommittee stafll).

al
-a

Har

H

Hjayes, Jr., M.D., and other TIA officials gave
rings. In fact, FDA officials were -~he only

TOA Commissicner 1

~ea

ne two days of hearings. In discussing the NDA
.I

extansive =astimo

persons who zastifiad 3u <

approval precess, Comm:s ar yos joted that even the =wo years required for
apprcval of Ora"nf Was langthy” period, which was required Decause the NDA
was pazticularly “complicazaa.” al3 Mors straightforward NSAID appliczacions
presumanly wouxﬂ -ake lass time Lo approve.

nl3 ID. at 1ih.

FOA continued responcing o congressional requests for infcrmaticsn concerning
Oraflex afzer the nearings wers concluced. nl?d Meanwnile, =he manufacturer of
Oraflax wvoluntarily suscended =he sale and distribution of the 3rug on August 3,
1982. 220

al% SEE, ©.5., -D. at 332, 539%-361 {letters Irom Commissiconer Haves te
sant

;nvestiqation, zhe Hcuse CZommittae In Government
zoncerniag OJraflex and reccmmencinig changes in

g 'equxremen:s and NDA rceview grccadures. a2l On
icner Tranx . Young, M.D., prcvided Zet ad
~ecommendations. n22 In this resgeonse, Commissioner
nad preposed changes in 1ts new IIu regulations in
123 Those changes included modiZication =I the

resgcases o the
Young noted that

szper 1982 and
ng requirsments.

" SUPRA, at 3.

122 SEE .et=zar from Ccmmissioner Young to Representative Welss {Cct. 12,

3 3E= 46622 (Ocz. 19, 1982) (NA :egulaz‘ﬂns): 48 Ted.

28720 sestigaticnal new drug, or "IND," regu. stizns). The
revisad regulacions recama aal in 1985 and 1987. SEE 30 Fec. Reg. 7452 (Feb.
22, 13351 (NA regu.aticns.; 52 Fed. Reg. 8798 (Mar. 19, 1987 (IND
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regulations) .

Tn addition, FDA contiauea -tS Own investigation of draflex. Following an
axrensive review, TDA refarrea the matter o the Justica Separtment in May 1983.
-and ‘ury was later convened, anc -he manufacturer ul:timately pleaded guilty
.1sdemeanor violat:ocns of the Tederal food, DJrug, and Ccsmetic Act on August
1985.

——

3, Feldene

A substantial part of zhe August 1982 oversignit nearings were levoted to
TDA's approval of anotner antiarthazitic NSAID, Feldene xicam). n24 This
drug was approved on April 5, 1982, follcwing extansive FDA raview of the

DAl

clinical =rial data in =he NDA. Questions were raised at the nearing with
respect to the aeffectiveness 5f =he drug and certain Oress announcements
concerning zhe drug. aZ5 Again, senlor TDA management -astiiied and responded to

the Subccommitzee's questions.

n24 SEE, .G., NEW DRUG HEARING3, supra, at 367.

n25 SEE, E. ID. at 363-4C

508-31

3]

3., 4,

n the same repor: In
pertaining o Feldene as w~well.
supervisory medical oificer
pertaining to feldene acverse asve
*mrought this mattar <o the atten
review ensued. n28 Thus,
investigating the facts
hearing, TDA was still

discussed Oraflex, =—he Commizt2e noted issues
As stated by zhe Ccmmictzee, an FDA

igating Oraflex also raised Juestions

reperting. n27 The Subccmmitiee subsequently

ion of senior FDA managers,” and Zurther FDA
as with Craflex, FDA officials spent considerable time

per-aining o Feldene. More than a year aftar the

reviewing the reporting of adverse 2vents associated with

Feldene and responding =0 songressionai ingquiries on this matter. 229

n26 SEE "Oversight Reporz,” 3UPRA, at 7, 21-22.

n27 SEE ID. at 7.

n28 ID. at 21.

129 TDA'S REGULATICN OF IOMAX: 3EFCRT A SUSCOMM. OF THE HCUSE COMM.
ON SOV'T OPERATIONS, 323th Zong., 440-447 11383} ‘hereinafter cited as

Zomax Hearings].

C. Zomax ;

In -ne spring of 1383, as TDA sontinued its Oraflex and Teldene
.avestigations, the Agency Zfound icself facing yet anetner controversy involving
another NSAID, Zomax ~zomepirac scdium). After approval in 1930, Zcmax was
withdrawn from the marxet oy its manufacturer on March 4, 1983, "because of

fatral and near fatal acdverse reactions to the drug."” n30

n30 ID. at 2.

Tor at least a year prior to the remeoval of Zcmax Zrem zhe market, TDA
medical officials wit2 responsibility for new drugs in jeneral and NSAID's in
particular nad devoted -onsiderabls time and effort =o raviewing dacta on Zomax
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and considering Inanges Lo 1r2g's labeling. n3l and
espec:ally jfza2r -he nar-:et .arawai, .ssues perct vracarved a3
jood eali >I ouplrzizy. ™ nazl

431 3EEZ, Z.4., ID. 3T L l28-127

432 ID. at 21. As Dr. Harz2 T TCA xplaxned 41Tn
withdrawal 2 Zomax =
1nterestea; 1L 30T mor2 sne nxgn: 21
-h:ng nad prececed 1t, 3nG 22 4as 3 company Wit
oreplam -- bHut Izcm Ine news cecple's viewpolnt a
A4rug.™ Transcript DL Arthriils Aadvisoery Tommittee
‘herainafter Iit2C as Adviscroy Tomm. Tr.;

The Interjovernmenta

i Relzzi2ns and Human Resources
overs:gnt nearings arnt Zomax on April 26 anc 27, :
Hayes again appearac fara --~e 3juccommiti2e, accompaniac DY 32 L sther
senior TDA offl 134 In s -estimony, the Commissicner Iiscussed TCA'S
adverse event monizoring systams, 3and in carticular a fewly isveloped system
-hat "logs all reports v+ ra2gariless af source and TTacks Tne eviaw process

anctil -he report is 2ntared

133 3ZE ICMAX HEARINGS,

‘Drug ZIxperience I
~he adverse 2V
2xperience pre:l
ered overall drug

434 SEE ID. at 35, 124,
n3% The Commissioner 3iso
were :onsxdered in light
and that the Agency car2
~he NSAIDs in this contaxt.

a35 ID. at 38.

~A36 ZEE ID. at 3%, avplained
Commi=c2e zhat wnhile an 2asy
apiiemislogic 2ata, it is aot”
enough that it cut 30
you sre really v Agdwisery Zomm. Tro

The zzmoval I Iomax 1a-ke< promptad intanse
NSAIDs. For =xamgle, TA an extansive "summaoly
expe Ieporis, oV Ll noanst2roidals :=n
share In zaddizion, is znaivzea 2T
NSAITs o determine whet s wera 3SSOClaiza

nersensitis rgic! reacticns zhat

Zomax. n38 ceraned with tne gessil
.Jparent increase L0 nyperss ‘to 2omax] v v~ [was
diffe:ﬂn- f::w other NSAID used =he same way,” and In
wers ently, -2y 100 would nave a gr2atas Iza
hyper :eac’ions " 232 TDA cherelore cond" 2d an
+ + oy axamining all nenst2-cidal axposed patients” a za
from 200,000 Mediczaid patients.” In zddicien, to2 Agend
cabulations of mora chan 13,200 adverse 2vents for all NSAI
1933, and presentec these 12 The 3ulc duriazg ae
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437 IOMAX HEARINGS,

A4l 3ZE ID. at 102-.24.

~ne Commissioner ana dcher SLA officials also responded O 2xTensive
juest.oning Irom the juocommitIiee. Most fundamentally, the Subccmmitiee was
soncernea whether DA w~as "really dJoing an objective ‘ob,” or inst2ad "trying o
finad ;ust for having approved a product.” 142 Commissioner Hayes
respenced Agency wWas not "seeking a justificaticn Ddut rataers -t
zrywng o rignc answer" in light of all availaols fi¢ data.”
nd3 Nhil2 ;ssicn focused primarily on Zomax, the Subccm 2 2mphasized
chat "fw]e are realily taiking about appropriate policy and 2 25 of the
Agency, inciuding Jjues as of acdeguate staffing and 2ffeciive managament
oractices.” ndd

’

a4Z ID. at 36 Mr. Welss;.
ad43 ID. at 37.
nd4d ID. at 124 (Mr. Weiss)

In th:is

-regard, the 3ubcommitzee pointed to a 1982 report of the General
Accounting Off

ice concarning areas in which FDA's adverse event mcnitoring
systems Zould de s7ed, and asked what steps had seen taken TO implement the
reccmmendations coatained in that reporz. n45 The Commissiodner rasponded zhat
Agency >fficials "have zddressed inG sontinue -0 acdress" these issues. ndé Tor
axamp.2, <onsilerable YDA rescurias wers devotad =o maintaining and improving
FDA's zcmputer trackin ystem. n47 FDA officials also axplained That an indepth
apicdemiciogical study jdverse avent information Zor a2ven 3 3ingl2 drug is an
especially "lapor intansive” uncertaking. 148 The Subcommi :estioned

G ot

wheth 3 zomb -am could ce .molemented speciiicail % adverse
2vean ~eporzea with cesgact 10 NSAIDS. n49 DA responged lssues

are “"very complicatad” ancg lts svystam in

parz.cular AS0 Resources also wera devoted T3 answering inquiries

fram -he Supccmmiztee sbout specific Zomax adverse 2vent Ieports and other

issues. 151 Tinally, zhe 3ubcommittee reviewed Zocuments DeItaining oo LWO -

NSAICs w~ith NDAs then cending at TDA o determine wnetner =hey raised safety
sues relaced to Zcmax. 152

invoivea in systen

nsS 3ZE ID. at 132-134.

n4{2 SEE ID. at 28% iMr. Weiss).
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On Decemoer 2, . -ne Hcuse Ccmmittee on Government Cperations isstued a
report Ioncarning .on ~f Zomax." nS3 Among other -hings, Ing
CommitTtae fecommences staplish preccedures Ior Prompt Jrocess
review, and 3naiysis se reacticon reports Ior marketed drugs.” 054

at-.re Zomax episode and of sertain 3f tne
in the numercus dissenting and addiz:icnal

Zommittae's
718ws accompanyin

AS3 “TDA'S REGULATICN OF ICMAX, ™ Thirty-Tirst Report oy the (House T
Gov't Jperations, i. Rept. No. 34, 328th Cong., 1st Sess. (1983).

Af-er a rirtual sn NSAID aporovals, FDA finally approved 3 new
NSAID, Suprol (supreofsny, on lecemgcer 24, 1985. A few months later, howevar, the
drug's manufacturer tegan recsiving Ieports 5f unusual adverse Xkidney
frequently combinec with flank gain, associated with Suprol. Saies of =&
ultimately were nalz2d on May 13, 1987, in the face of mounting criticism. 256

nS6 SEZ TDA'S IESULATION OF THE NEW DRUG SUPROL, Hearing 3efore a Surccmm. of
the House Comm. on 3eov't Operazicons, 100th Cong., lst Sess. 117-418 (1937

Repozrt pain syndrcme asscciated with Suprol nhad odegun It acgear
almost immediatel: the g Wwas approved Zor marketing. n57 Subsecu
numerous de nA, and the Agency became occupied witn
new and - I 2 I cle also appeared in the J
edition o 3u e} -0 =he Agency itsell
Commissis ci

.sf tne new acverse events zeports. n33 TDA rescu
sesgonding To a petition Ziled In Septemper 1986 se

Zrom the market. nél

Once again, DA 2Ificials zestilied at a House oversight hearing devc:ad o
examining the Agency's ID ragulatory procasses. Amcng the lssues ralzsd oy
the House 3Subccmmitiae the nearing were whether FDA acdequatal invastizatad
che drug spgcnsor's z2goriing Of adverse drug events and whether the 3ge 3
progerly Wweighed cthe risks and cenefits of =he drug. nél The overall go
heariag was o2 use -he case of Suprol to evaluace "whether Or 10T our IuI
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system of 3rug cegulaticn ind ance woriks." a62

162 ID. at 2.

rhe iifficulty oL zetaciing rare

=0 HDA aoprova;, sinca those -rials

zatients. 163 ~eariag, TDA
~elating o Suprol. as we as wriiten
-he nearing. n64 TCA nad z2lso answered
srior to the nearlng. a6l

At the nearing,
adverse =2vents in
are jenerally lL.miI=d
suppiiad a detailed :
respenses O Iertain 4LesL-
quest:ons Zrom the Jubcomm:

163 3SEZ ID. at 6éd.
né4d 3ET ID. at 412-432.

ne3 SEZ ID. at 336-I69.

Z. Contra he Apgroval of Jcuf=n

Rev: ~he zase % aporsval = Ocufan, an ophtial:aic scluzion
CCnCalning roiprafsn scoium -- 3 S21% of whe active lngraale in Ansa:id --
suggests that the deiay in 3cgriving insaid was 2Jue zo events relatiang o other
NSAIDs, and nct o the naturs 2 In2 praduct icselif

The NADA for Ocufen Ior use in the inh

ianibition of intraoperative Nicsls was
submizzed [*472038; oy Allerzan on o

emper 1%, 1984 -~ more

ec Jears
af=ar -ne NDA “or Ansail. It was agcproved in just Iwo years, On 3L,
1986 -- almost =wo /ears deiors Ansall would Tte agproved.
The review o to =ne mean reviaw Time MORTnS)

Ants

the Tivisien of Tive Drugs

Jduring the b fluroipofen was 3PDICY r
ophthalmic 3 gulatory Jdelay. The el i roving
Ansayr3i, by se sireczly asscciatad wizin cr.ses

inwvclving other 2/ oacminl MERICZs.
I2I. CCNGRESSICZHAL R >F SATINT IXTINSION LEZISLATICN

H.R. 3472 %L zan asvaluate Iuture
ent axtensi T axpancing several
2nts, under 2 axtracc=inary
cumstances, ng =ively. The assumption
erlving this is were nct ise, the
ansisns in wers standard or grocess.
-ne case of was cm the

Ansaid legis

ta Ior well over a year.
“as -nt'ocu ed

-sponscrs. It has been
IatailacIual Preperty
:He Hea' 7 and cthe Zavircnment

o z2nt and
Senats :uciciary ar Jffice and
ncse hesrings.
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it -he requesc 3f Reprasentat.ve 3ill Hughes, Chairman 2L zhe Intelilectual
Sroperty supcommitize S tne [ouse Judiciary Committee, 3and 3enator DJennis
eConcini, Chairman of -he Fatant and Trademarv Subcommiltee >Z -he 3enate
‘diciary Commitiee, =ae GAC sonaucted an unprecedented lnvestigat.ion into the
=5 of z“he IDA's approvai insaid. The UJpjonn Zompany ooperatad completely
:h GAQ investigators.

The folliowing cutline indizates zhe nature and 2Xtent 5f -he Zcngressional
sonsideration >Z tne Ansaid catent Term 2xcensicn

1. 4.R. 2255 introcuced Hay 3, 1991.

29 Cosponsors, iLnclzaing 16 Jemocrats and

Cosponsors: 2¢nior, b 3rsant, Camp, Zarz, Zcole, 3. Zollins,
Conyers, R. 2avis, Feighan, W. Tord, Gekas, Henry, Hertel, Hoagland,
<i.dee, Y. Levine, 5. levin, McCsliluzm, Moorhead, Furseil, ignardson, 5carif,
Synar, Traxler, Jpton, /ancer Jagt and Wolpe

2. Hearing he.Z on August -, 991 on S. 1165 (Senats zounterpart of H.R.
2255) oy zhe 2Patants, Copyrijnts and Tracemarks Supccommizzee of the 3Senats
CommitIse 2n The :

Testimcny oy Theodore Tog
Ceompany: “ar:y Manbeck, 7
Nightingale, M.2., Assoc:at2

gar, M.3., 2h.D., Chairman and ZE0, The Ypiohn
-., ~cmmissioner of Patents and Trademarks; Stuazs
Ccmmissiconer, FDA

3. Hearing heid on Octcper 31, 19
and Judicial Acdminiscraticon Supcomme

91 on H.R. 2253 by -he Intellectual Properzty
tzee of 'he HYcuse Committee on the Jud-c:a 4
Testimony by T“ecco*n 3

cgcez, M.D., ’h D., Chairman and ZZC, The UJpjohn
Comparny: 3tuart as

soclace ”omn*ss cner, TDA

4. Hearing =
Supccmmiztee of

v the Healtn and Znvironment
Zommercs

Tastimony 2V

Jompany

5. Markup o7 3. 1183 ael: cn o May 21, 1992 by < Subcommiziee

6. Markup 52 =.R. 2253 nel: June 11, 1392 by ectual 2roperzy ~
“upcermittee: H.R. 22535 rercriaa cut as part of ean dill, H.3’. 5475

1332 by the

douse Judiciary
=—=~out amendment (voice

a standard that has aveolved over
snsideration of patent extensicns, which, as
ng the full jucic;a:y Cemmittee mazikup of
ince its incepticn.

tandard nas been

s a variety of ways, but it is funcamentall:
2quity: Zcongress has

past weighed tne merits of each individua-
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-3se, 3nG nas made a Iec.sich fased n the equities. The new stand

2nunciat2a tn H.R. 5473 are 3 r23sonable stIempt O make Thls jeners

agu.ty Ttcore specific. 3ut 33 airman Zughes 2xplained at the markug, T LS not

“hep 7O reguire 3 COomgany wWhn. nas lnvested a great many I@sCUrces Ln Making 3
inder in older ot make anotner zase under 3 new 3tandard

It Wwould e gpars -0 Jpionn. The patent Ior Ansaid 2xpices i
Tebruary =2I 1993. A -he new standards would requice idcitionai
fear:ngs, another r ze and by TDA, a new 3a0 reporz, ana
reccnsideratilon 2y -ata Zongressicnal commiztees. In lignt L tne
lengtny ZIcnsigeracion T nas «alreaay nad, and the snorT Tilme I2Malning 3n

“nhe zatent, applicable

new standards would not ze aquizaoi=2.

IV. THE 3A0 REPCRT

The 3AC zZcnducted

report wh

2rogerty

i1ch was, in ?
Supcommittee
d as unsuppe:

As -he Zcllowing =2xz2rpts indicate, aowever, TRis is a Iomplately sgecious
charzge.

No anusual delay.

"Trom our review of agency and sompany Zdocumenctation and Sus OwWn analysis,
appears zhat Upiohn #Zii not unnecassarily delav submitiing itz NDA.™ CZAC Repor=
at 5.

Application reviews taxe longer; May 1984 througn

"Upican's primary i b upport its claim that Ine patant z2rm Ior
Ansaid should 2e =axten nt to this TTA
ackncwliedges that, durin bot T ‘ aviews -00Kk .onger.” A0 Feposrt ozt 3.

The impact of unusual Iifzumstancaes on the TDA

“TDA d4i3 indeed Fac2 an unusual set of avents Ircm 1932 througn
affected .:s operatic Zcmparea witn the pre-13232 zppr
average time taken Lo ISAIZ NCAs nearly doupled.”™ GAC

V. CCONCLUSION:
ANSAID

REASCNS FOR 3SUPPCRTING A

Ther2 ars gjeneral zulllic sol
acdeguacs reward for vation.
valve in <he rare si in Which the rigidities
patent system woulid coropriate compensacion

But in the case of
for supcersing the An
into additional uses
are=as, including pos:t-

is also a more sgecific publ
The Ypjohn Zompany 1s ston
. mising work is being done in a
a. pain, fractures, and gout. Upiehn is 3lso
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Tom Auldemorts, Who 1S working at the
s Aufdemeorte has discovered some
‘ Arsa:d in treating 2steoperssis, a
X >f life of many elderly w~omen.
v, ~cwever, Upjohn will not e able

3 za.anced ana 2quitable biil. The case of Ansaid
na zocumented in several Tongressicnai Zorums. The
=c nearings and public marxup. There are scuna
his 2xtension. The Dill is worzhy oOf sucpert.

“he Zollowing table:

Year 2I 3pprowval Name of dru Approval tTime @montas)
1374 Motrin [ipuprofen) 18
1375 Nalfon {fznoprofsn 22

calcium)
1375 Nlaprosyn {naproxen) 23
13706 Tclectin (tolmetin 2
sodium)
13738 Clinoril {sulindac) 27
1980 Meclcmen 39
{(mecloftenamate
sodium)
1880 Zomax {zomepirac 22
sodium)
1982 telcene {piroxicam) 18
1982 Oraflex (benoxaprofen) 27
1982 Solobid {diflunisal) 22

Zrcm 1983
i. Suproi i{supcaf
nd was withaorawn
in 1986 afzer 46 montis.
months. Remedial (karzzoian) was
mencths, but has act been marketad. Ansa
review ceriod.

Mr. COBLZI. Mr. 3peaxer, I ~ave 210 further requests Zor time, and I yield back
2alsnce o2 my time.

3}
o
I
g
@®
~
[
b=l
0.
'

3peaxer, I have no further reguests o

“ime.
pore (Mr. Mazzoll). The gquestion is on the metion 2iferad
New Jersey [Mr. Hughes] that the Hcuse suspend the rules
S, a

s amenced.

’)

The Jues:tion was taxzen.
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Mr. STARK. Mr. Speaker, »n znat . Jemand the yeas and nays.

The yeas and nays were orcered.

The SPEAKER pro tempore. 2ursuant —o the provisions of clause £, rule I, and
Chair's prior announcement, further proceedings on this motion will be
cponed.



